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This section of the FEDERAL REGISTER
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Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.
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the Superintendent of Documents. Prices of
new books are listed in the first FEDERAL
REGISTER issue of each week.

DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

7 CFR Part 301
[Docket No. 98-125-1]

Imported Fire Ant; Quarantined Areas
and Treatment

AGENCY: Animal and Plant Health
Inspection Service, USDA.

ACTION: Interim rule and request for
comments.

SUMMARY: We are amending the
imported fire ant regulations by
designating as quarantined areas all or
portions of three counties in California,
two counties in Georgia, one county in
New Mexico, four counties in North
Carolina, and one county in Tennessee.
As a result of this action, the interstate
movement of regulated articles from
those areas will be restricted. This
action is necessary to prevent the
artificial spread of the imported fire ant
to noninfested areas of the United
States. We are also amending the
treatment provisions in the Appendix to
the imported fire ant regulations by
removing all references to the granular
formulation of chlorpyrifos because this
formulation is no longer marketed for
treating grass sod or woody
ornamentals.

DATES: This interim rule is effective May
21, 1999. We invite you to comment on
this docket. We will consider all
comments that we receive by July 20,
1999.

ADDRESSES: Please send your comment
and three copies to: Docket No. 98-125—
1, Regulatory Analysis and
Development, PPD, APHIS, Suite 3C03,
4700 River Road, Unit 118, Riverdale,
MD 20737-1238.

Please state that your comment refers
to Docket No. 98—-125-1.

You may read any comments that we
receive on this docket in our reading
room. The reading room is located in
room 1141 of the South Building, 14th
Street and Independence Avenue, SW.,
Washington, DC. Normal reading room
hours are 8 a.m. to 4:30 p.m., Monday
through Friday, except holidays. To be
sure someone is there to help you,
please call (202) 690-2817 before
coming.

APHIS documents published in the
Federal Register, and related
information, including the names of
organizations and individuals who have
commented on APHIS rules, are
available on the Internet at http://
www.aphis.usda.gov/rad/
webrepor.html.

FOR FURTHER INFORMATION CONTACT: Mr.
Ronald P. Milberg, Operations Officer,
Program Support, PPQ, APHIS, 4700
River Road, Unit 134, Riverdale, MD
20737-1236; (301) 734-5255; or e-mail:
ron.p.milberg@usda.gov.
SUPPLEMENTARY INFORMATION:

Background

The imported fire ant regulations
(contained in 7 CFR 301.81 through
301.81-10, and referred to below as the
regulations) quarantine infested States
or infested areas within States and
impose restrictions on the interstate
movement of certain regulated articles
for the purpose of preventing the
artificial spread of the imported fire ant.

The imported fire ant, Solenopsis
invicta Buren and Solenopsis richteri
Forel, is an aggressive, stinging insect
that, in large numbers, can seriously
injure and even kill livestock, pets, and
humans. The imported fire ant feeds on
crops and builds large, hard mounds
that damage farm and field machinery.
The imported fire ant is not native to the
United States. The purpose of the
regulations is to prevent the imported
fire ant from spreading throughout its
ecological range within this country.

The regulations in §301.81-3 provide
that the Administrator of the Animal
and Plant Health Inspection Service
(APHIS) will list as a quarantined area
each State, or each portion of a State,
that is infested with the imported fire
ant. The Administrator will designate
less than an entire State as a
quarantined area only under the
following conditions: (1) The State has
adopted and is enforcing restrictions on
the intrastate movement of the regulated

articles listed in §301.81-2 that are
equivalent to the interstate movement
restrictions imposed by the regulations;
and (2) designating less than the entire
State will prevent the artificial spread of
the imported fire ant. The Administrator
may include uninfested acreage within
a quarantined area due to its proximity
to an infestation or its inseparability
from an infested locality for quarantine
purposes.

We are amending 8§ 301.81-3(e) by
designating all or portions of the
following counties as quarantined areas:
Los Angeles, Orange, and Riverside
Counties in California; Habersham and
White Counties in Georgia; Dona Ana
County in New Mexico; Bertie, Chowan,
Martin, and Perquimans Counties in
North Carolina; and Madison County in
Tennessee. We are taking this action
because recent surveys conducted by
APHIS and State and county agencies
reveal that the imported fire ant has
spread to these areas. See the rule
portion of this document for specific
descriptions of the new quarantined
areas.

We are also revising one of the
treatments described in the regulations.
Sections 301.81-4 and 301.81-5 of the
regulations provide, among other things,
that regulated articles requiring
treatment before interstate movement
must be treated in accordance with the
methods and procedures prescribed in
the Appendix to the imported fire ant
regulations. The Appendix sets forth the
treatment provisions of the “Imported
Fire Ant Program Manual.” We are
amending paragraphs I11.C.5. and 111.C.8.
of the Appendix by removing all
references to the word *‘granular” before
the word ““chlorpyrifos.” This is
necessary because the granular
formulation of chlorpyrifos is no longer
marketed for treating grass sod and
woody ornamentals.

Emergency Action

The Administrator of the Animal and
Plant Health Inspection Service has
determined that an emergency exists
that warrants publication of this interim
rule without prior opportunity for
public comment. Immediate action is
necessary to prevent the artificial spread
of the imported fire ant into noninfested
areas of the United States.

Because prior notice and other public
procedures with respect to this action
are impracticable and contrary to the
public interest under these conditions,
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we find good cause under 5 U.S.C. 553
to make this action effective upon
publication in the Federal Register. We
will consider comments that are
received within 60 days of publication
of this rule in the Federal Register.
After the comment period closes, we
will publish another document in the
Federal Register. The document will
include a discussion of any comments
we receive and any amendments we are
making to the rule as a result of the
comments.

Executive Order 12866 and Regulatory
Flexibility Act

This rule has been reviewed under
Executive Order 12866. For this action,
the Office of Management and Budget
has waived its review process required
by Executive Order 12866.

This action amends the imported fire
ant regulations by designating as
quarantined areas all or portions of
three counties in California, two
counties in Georgia, one county in New
Mexico, four counties in North Carolina,
and one county in Tennessee. As a
result of this action, the interstate
movement of regulated articles from
those areas will be restricted. This
action is necessary on an emergency
basis to prevent the artificial spread of
the imported fire ant to noninfested
areas of the United States. We are also
amending the Appendix to the imported
fire ant regulations by removing all
references to the word “‘granular’ before
the word “chlorpyrifos” because the
granular formulation is no longer
marketed for treating grass sod or woody
ornamentals.

This emergency situation makes
compliance with section 603 and timely
compliance with section 604 of the
Regulatory Flexibility Act (5 U.S.C. 601
et seq.) impracticable. If we determine
that this rule would have a significant
economic impact on a substantial
number of small entities, then we will
discuss the issues raised by section 604
of the Regulatory Flexibility Act in our
Final Regulatory Flexibility Analysis.

Executive Order 12372

This program/activity is listed in the
Catalog of Federal Domestic Assistance
under No. 10.025 and is subject to
Executive Order 12372, which requires
intergovernmental consultation with
State and local officials. (See 7 CFR part
3015, subpart V.)

Executive Order 12988

This interim rule has been reviewed
under Executive Order 12988, Civil
Justice Reform. This rule: (1) Preempts
all State and local laws and regulations
that are inconsistent with this rule; (2)

has no retroactive effect; and (3) does
not require administrative proceedings
before parties may file suit in court
challenging this rule.

National Environmental Policy Act

An environmental assessment and
finding of no significant impact have
been prepared for this program. The
assessment provides a basis for the
conclusion that the methods employed
to regulate the imported fire ant will not
significantly affect the quality of the
human environment. Based on the
finding of no significant impact, the
Administrator of the Animal and Plant
Health Inspection Service has
determined that an environmental
impact statement need not be prepared.

The environmental assessment and
finding of no significant impact were
prepared in accordance with: (1) The
National Environmental Policy Act of
1969, as amended (NEPA) (42 U.S.C.
4321 et seq.), (2) regulations of the
Council on Environmental Quality for
implementing the procedural provisions
of NEPA (40 CFR parts 1500-1508), (3)
USDA regulations implementing NEPA
(7 CFR part 1b), and (4) APHIS’ NEPA
Implementing Procedures (7 CFR part
372).

Copies of the environmental
assessment and finding of no significant
impact are available for public
inspection at USDA, room 1141, South
Building, 14th Street and Independence
Avenue, SW., Washington, DC, between
8 a.m. and 4:30 p.m., Monday through
Friday, except holidays. Persons
wishing to inspect copies are requested
to call ahead on (202) 690-2817 to
facilitate entry into the reading room. In
addition, copies may be obtained by
writing to the individual listed under
FOR FURTHER INFORMATION CONTACT.

Paperwork Reduction Act

This rule contains no information
collection or recordkeeping
requirements under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501
et seq.).

List of Subjects in 7 CFR Part 301

Agricultural commodities, Plant
diseases and pests, Quarantine,
Reporting and recordkeeping
requirements, Transportation.

Accordingly, we are amending 7 CFR
part 301 as follows:

PART 301—DOMESTIC QUARANTINE
NOTICES

1. The authority citation for part 301
continues to read as follows:
Authority: 7 U.S.C. 147a, 150bb, 150dd,

150ee, 150ff, 161, 162, and 164-167; 7 CFR
2.22,2.80, and 371.2(c).

2. In §301.81-3, paragraph (e), the list
of quarantined areas is amended as
follows:

a. By adding an entry for California
and a list of quarantined areas, in
alphabetical order, for Los Angeles,
Orange, and Riverside Counties to read
as set forth below;

b. By adding, in alphabetical order,
entries for Habersham and White
Counties in Georgia to read as set forth
below;

c. By adding, in alphabetical order, an
entry for New Mexico and Dona Ana
County to read as set forth below;

d. By adding, in alphabetical order,
entries for Bertie, Chowan, and
Perquimans Counties in North Carolina
and by revising the entry for Martin
County in North Carolina to read as set
forth below; and

e. By adding, in alphabetical order, an
entry for Madison County in Tennessee
to read as set forth below.

§301.81-3 Quarantined areas.

* * * * *
(e) * X *

* * * * *

California

Los Angeles County. That portion of
Los Angeles County in the Cerritos area
bounded by a line beginning at the
intersection of Artesia Boulevard and
Marquardt Avenue; then south along
Marquardt Avenue to the Los Angeles/
Orange County Line; then south and
west along the Los Angeles/Orange
County Line to Carson Street; then west
along Carson Street to Norwalk
Boulevard; then north along Norwalk
Boulevard to Centralia Street; then west
along Centralia Street to Pioneer
Boulevard; then north along Pioneer
Boulevard to South Street; then east
along South Street to Norwalk
Boulevard; then north along Norwalk
Boulevard to 183rd Street; then east
along 183rd Street to Bloomfield
Avenue; then north along Bloomfield
Avenue to Artesia Boulevard; then east
along Artesia Boulevard to the point of
beginning.

Orange County. The entire county.

Riverside County. That portion of
Riverside County in the Indio area
bounded by a line beginning at the
intersection of Avenue 50 and Jackson
Street; then south along Jackson Street
to 54th Avenue; then west along 54th
Avenue to Madison Street; then north
along Madison Street to Avenue 50;
then east along Avenue 50 to the point
of beginning.

That portion of Riverside County in
the Moreno Valley area bounded by a
line beginning at the intersection of
Reche Vista Drive and Canyon Ranch
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Road; then southeast along Canyon
Ranch Road to Valley Ranch Road; then
east along Valley Ranch Road to
Michael Way; then south along Michael
Way to Casey Court; then east along
Casey Court to the Moreno Valley City
Limits; then south and east along the
Moreno Valley City Limits to Pico Vista
Way; then southwest along Pico Vista
Way to Los Olivos Drive; then south
along Los Olivos Drive to Jaclyn
Avenue; then west along Jaclyn Avenue
to Perris Boulevard; then south along
Perris Boulevard to Kalmia Avenue;
then west along Kalmia Avenue to
Hubbard Street; then north along
Hubbard Street to Nightfall Way; then
west and south along Nightfall Way to
Sundial Way; then west along Sundial
Way to Indian Avenue; then south along
Indian Avenue to Ebbtide Lane; then
west along Ebbtide Lane to Ridgecrest
Lane; then south along Ridgecrest Lane
to Moonraker Lane; then west along
Moonraker Lane to Davis Street; then
south along Davis Street to Gregory
Lane; then west along Gregory Lane to
Heacock Street; then northwest along an
imaginary line to the intersection of
Lake Valley Drive and Breezy Meadow
Drive; then north along Breezy Meadow
Drive to its intersection with Stony
Creek; then north along an imaginary
line to the intersection of Old Lake
Drive and Sunnymead Ranch Parkway;
then northwest along Sunnymead Ranch
Parkway to El Granito Street; then east
along El Granito Street to Lawless Road;
then east along an imaginary line to the
intersection of Heacock Street and
Reche Vista Drive; then north along
Reche Vista Drive to the point of
beginning.

That portion of Riverside County in
the Bermuda Dunes, Palm Desert, and
Rancho Mirage areas bounded by a line
beginning at the intersection of Ramon
Road and Bob Hope Drive; then south
along Bob Hope Drive to Dinah Shore
Drive; then east along Dinah Shore
Drive to Key Largo Avenue; then south
along Key Largo Avenue to Gerald Ford
Drive; then west along Gerald Ford
Drive to Bob Hope Drive; then south
along Bob Hope Drive to Frank Sinatra
Drive; then east along Frank Sinatra
Drive to Vista Del Sol; then south along
Vista Del Sol to Country Club Drive;
then east along Country Club Drive to
Adams Street; then south along Adams
Street to 42nd Avenue; then east along
42nd Avenue to Tranquillo Place; then
south along Tranquillo Place to its
intersection with Harbour Court; then
southwest along an imaginary line to the
intersection of Granada Drive and
Caballeros Drive; then southeast along
Caballeros Drive to Kingston Drive; then

west along Kingston Drive to
Mandeville Road; then east along
Mandeville Road to Port Maria Road;
then south along Port Maria Road to
Fred Waring Drive; then west along Fred
Waring Drive to its intersection with
Dune Palms Road; then southwest along
an imaginary line to the intersection of
Adams Street and Miles Avenue; then
west along Miles Avenue to Washington
Street; then northwest along
Washington Street to Fred Waring Drive;
then west along Fred Waring Drive to
Joshua Road; then north along Joshua
Road to Park View Drive; then west
along Park View Drive to State Highway
111; then northwest along State
Highway 111 to Magnesia Fall Drive;
then west along Magnesia Fall Drive to
Gardess Road; then northwest along
Gardess Road to Dunes View Road; then
northeast along Dunes View Road to
Halgar Road; then northwest along
Halgar Road to Indian Trail Road; then
northeast along Indian Trail Road to
Mirage Road; then north along Mirage
Road to State Highway 111; then
northwest along State Highway 111 to
Frank Sinatra Drive; then west along
Frank Sinatra Drive to Da Vall Drive;
then north along Da Vall Drive to
Ramon Road; then east along Ramon
Road to the point of beginning.

* * * * *
Georgia
* * * * *
Habersham County. The entire
county.
* * * * *
White County. The entire county.
* * * * *
New Mexico

Dona Ana County. The entire county.
North Carolina

* * * * *

Bertie County. That portion of the
county beginning at the intersection of
U.S. Highway 17 North by-pass and the
Bertie/Martin County line; then north
along U.S. Highway 17 North by-pass to
U.S. Highway 13 Business; then north
along U.S. Highway 13 Business to State
Road 1301; then northeast along State
Road 1301 to State Highway 45; then
east along State Highway 45 to State
Road 1360; then east along State Road
1360 to the Bertie/Chowan County line;
then south along the Bertie/Chowan
County line to the Bertie/Washington
County line; then southwest along the
Bertie/Washington County line to the
Bertie/Martin County line; then west
along the Bertie/Martin County line to
the point of beginning.

* * * * *

Chowan County. That portion of the
county lying south of U.S. Highway 17.

* * * * *

Martin County. That portion of the
county beginning at the intersection of
the Martin/Pitt County line and U.S.
Highway 64 (new); then east along U.S.
Highway 64 (new) to State Road 1407;
then northeast along State Road 1407 to
State Road 1409; then east along State
Road 1409 to State Road 1423; then
north along State Road 1423 to its end;
then north along an imaginary line to
the Roanoke River; then east along the
shoreline of the Roanoke River to the
Martin/Washington County line; then
south along the Martin/Washington
County line to the Martin/Beaufort
County line; then west along the Martin/
Beaufort County line to the Martin/Pitt
County line; then northwest along the
Martin/Pitt County line to the point of
beginning.

* * * * *

Perquimans County. That portion of
the county beginning at the intersection
of the Perquimans/Chowan County line
and U.S. Highway 17 North; then
northeast along U.S. Highway 17 North
to U.S. Highway 17 North by-pass; then
northeast along U.S. Highway 17 North
by-pass to the Perquimans River; then
southeast along the shoreline of the
Perquimans River to the Albemarle
Sound; then west and north along the
shoreline of the Albemarle Sound to the
Perquimans/Chowan County line; then
northwest along the Perquimans/
Chowan County line to the point of

beginning.
* * * * *
Tennessee
* * * * *

Madison County. That portion of the
county lying south of Interstate
Highway 40.

* * * * *

3. In part 301, Subpart—Imported Fire
Ant, the Appendix to the subpart is
amended as follows:

a. In paragraph I11.C.5., in the
“Material”’ paragraph, the phrase
“Granular chlorpyrifos (any granular
formulation that is EPA registered)” is
removed and the word “Chlorpyrifos” is
added in its place.

b. In paragraph 111.C.5., in the
“Method” paragraph, third sentence, the
word “granular” is removed.

c. In paragraph I11.C.5., in the *“*Special
Information” paragraph, first sentence,
the word ““granular” is removed.

d. In paragraph I11.C.8., the ““Material”
paragraph is revised to read as set forth
below.
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e. In paragraph 111.C.8.1., under the
heading “Method”, the word “‘granular”
is removed.

Subpart—Imported Fire Ant

Appendix to Subpart “Imported Fire
Ant’—Portion of “Imported Fire Ant
Program Manual’ 8

I1l. Regulatory Procedures

C. Approved Treatments.

* * * * *
8. Grass—Sod
Material

* * * * * * * * * * Chlorpyrifos.
Material Amount and dosage of material Certification period
ChIorpyrifos ....ccccoviiiiiiiiieeec e, 4.0 Ib (1.8 KQ) @.i./aCre ...oeeeiiiieeiieeeiee et 4 weeks (after exposure period has been com-
ChIorpyrifos ......ccoviiiiiiiiieeee e 6.0 Ib (2.7 Kg) @.i./aCre ......ccceevveviiiiiiiiee e 10p:v(\a/:eee:k;é (after exposure period has been com-
pleted).

Exposure Period: 48 hours.
* * * * *

Done in Washington, DC, this 17th day of
May, 1999.

Craig A. Reed,
Administrator, Animal and Plant Health
Inspection Service.

[FR Doc. 99-12884 Filed 5-20-99; 8:45 am]
BILLING CODE 3410-34-P

DEPARTMENT OF JUSTICE
Immigration and Naturalization Service

8 CFR Part 207
[INS No. 1999-99]
RIN 1115-AF49

Application for Refugee Status;
Acceptable Sponsorship Agreement
and Guaranty of Transportation

AGENCY: Immigration and Naturalization
Service, Justice.

ACTION: Interim rule with request for
comments.

SUMMARY: Section 207 of the
Immigration and Nationality Act (Act)
authorizes the Attorney General to
admit refugees to the United States
under certain conditions, including
those provided for by regulation. The
Immigration and Naturalization Service
(Service) regulations require that
sponsorship agreements be secured
before an applicant is granted admission
as a refugee at a U.S. port-of-entry
(POE). The determination of whether or
not someone is classified as a refugee is
described in the Act as a separate
decision from whether a refugee may be
admitted to the United States in refugee
status. This rule amends the Service
regulations by removing language that
erroneously implies that the Service
requires a sponsorship agreement and
guaranty of transportation prior to
determining whether an applicant is a
refugee. This rule is necessary to clarify
issues that may appear ambiguous in the

8 A copy of the entire “Imported Fire Ant Program
Manual”” may be obtained from the Animal and

existing regulation, and provides more
advantageous treatment for the limited
number of applicants for refugee status
who have their Service interviews
before sponsorship agreements have
been secured.

DATES: Effective date: This interim rule
is effective May 21, 1999.

Comment date: Written comments
must be submitted on or before July 20,
1999.

ADDRESSES: Please submit written
comments in triplicate to the Director,
Policy Directives and Instructions
Branch, Immigration and Naturalization
Service, 425 | Street, NW, Room 5307,
Washington, DC 20536. To ensure
proper handling, please reference INS
number 1999-99 on your
correspondence. Comments are
available for public inspection at the
above address by calling (202) 514-3048
to arrange for an appointment.

FOR FURTHER INFORMATION CONTACT:
Kathleen Thompson, Office of
International Affairs, Immigration and
Naturalization Service, 425 | Street, NW,
Washington, DC 20536, Telephone (202)
305—-2662.

SUPPLEMENTARY INFORMATION: Section
207 of the Act authorizes the Attorney
General to admit refugees to the United
States under certain conditions. By
regulation, sponsorship is required
before a refugee can be admitted to the
United States. Sponsorship ensures
refugees who are admitted to the United
States transportation, housing, and
assistance in this country. Sponsorship
is a requirement separate and apart from
the determination that an applicant is
classified as a refugee. The current
regulations at 8 CFR 207.2(d), states
that: “[t]he application for refugee status
will not be approved until the Service
receives an acceptable sponsorship
agreement and guaranty of
transportation in [sic] behalf of the
applicant.”

This sentence may inappropriately
imply that there is a requirement to

Plant Health Inspection Service, Plant Protection
and Quarantine, Domestic and Emergency

have secured sponsorship in advance of
a determination to be classified as a
refugee, which is not the case. The
Service has never required the
sponsorship assurance before
determining whether an applicant meets
the definition of refugee under section
101(a)(42) of the Act.

All refugees seeking admission to the
United States must satisfy the statutory
and regulatory requirements before the
Service can admit them to the United
States. For example, a refugee must have
a sponsor at the time he or she appears
at a U.S. POE with an approved Form
1-590, Registration for Classification as
Refugee, in order to be admitted as a
refugee. If the required sponsorship has
not been secured or the required
medical screening has not been
completed, and the refugee arrives at a
U.S. POE, the immigration inspector
cannot admit the refugee.

Good Cause Exception

This interim rule is effective upon
date of publication in the Federal
Register, although the Service invites
post-promulgation comments within a
60-day comment period and will
address any such comments in a final
rule. For the following reasons, the
Service finds that good cause exists
under 5 U.S.C. 553(b)(B) and (d)(3) for
implementing this rule as an interim
rule without the prior notice and
comment period ordinarily required
under this provision. This rule simply
clarifies issues that may appear
ambiguous in the existing regulation,
and provides more advantageous
treatment for the limited number of
applicants for refugee status who have
their Service interviews before
sponsorship agreements have been
secured. Early implementation will be
advantageous to the intended
beneficiaries of this rule. Therefore, it is
unnecessary and contrary to the public

Operations, 4700 River Road Unit 134, Riverdale,
Maryland 20737-1236.
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interest to delay the implementation of
this rule until after a notice and
comment period.

Regulatory Flexibility Act

The Commissioner, Immigration and
Naturalization Service, in accordance
with 5 U.S.C. 605(b), has reviewed this
regulation and, by approving it, certifies
that this rule will not have a significant
economic impact on a substantial
number of small entities because of the
following factors: This rule clarifies the
difference between refugee classification
and refugee status. It also clarifies the
timing and significance of those
determinations. This change will not
affect small entities.

Unfunded Mandates Reform Act of
1995

This rule will not result in the
expenditure by State, local and tribal
governments, in the aggregate, or by the
private sector, of $100 million or more
in any 1 year, and it will not
significantly or uniquely affect small
governments. Therefore, no actions were
deemed necessary under the provisions
of the Unfunded Mandates Reform Act
of 1995.

Small Business Regulatory Enforcement
Fairness Act of 1996

This rule is not a major rule as
defined by section 804 of the Small
Business Regulatory Enforcement Act of
1996. This rule will not result in an
annual effect on the economy of $100
million or more, a major increase in
costs or prices, or significant adverse
effects on competition, employment
investment, productivity, innovation, or
on the ability of United States-based
companies to compete with foreign-
based companies in domestic and
export markets.

Executive Order 12866

This rule is not considered by the
Department of Justice, Immigration and
Naturalization Service, to be a
significant regulatory action under
Executive Order 12866, section 3(f),
Regulatory Planning and Review.
Accordingly, the Office of Management
and Budget has waived its review
process under section 6(a)(3)(A).

Executive Order 12612

The regulation adopted herein will
not have substantial direct effects on the
States, on the relationship between the
National government and the States, or
on the distribution of power and
responsibilities among the various
levels of government. Therefore, in
accordance with Executive Order 12612,
it is determined that this rule does not

have sufficient federalism implications
to warrant the preparation of a
Federalism Assessment.

Executive Order 12988 Civil Justice
Reform

This interim rule meets the applicable
standards set forth in sections 3(a) and
3(b)(2) of E.O. 12988.

List of Subjects in 8 CFR Part 207

Immigration, Refugees, Reporting and
recordkeeping requirements.

Accordingly, part 207 of chapter | of
title 8 of the Code of Federal
Regulations is amended as follows:

PART 207—ADMISSION OF
REFUGEES

1. The authority citation for part 207
continues to read as follows:

Authority: 8 U.S.C. 1101, 1103, 1151, 1157,
1158, 1159, 1182; 8 CFR part 2.

§207.2 [Amended]
2.1n §207.2, paragraph (d) is
amended by removing the last sentence.
Dated: May 11, 1999.
Doris Meissner,

Commissioner, Immigration and
Naturalization Service.

[FR Doc. 99-12840 Filed 5-20-99; 8:45 am]
BILLING CODE 4410-10-N

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 39

[Docket No. 98—-CE-96—AD; Amendment 39—
11176; AD 99-11-06]

RIN 2120-AA64
Airworthiness Directives; Industrie

Aeronautiche e Meccaniche Model
Piaggio P-180 Airplanes

AGENCY: Federal Aviation
Administration, DOT.
ACTION: Final rule.

SUMMARY: This amendment adopts a
new airworthiness directive (AD) that
applies to all Industrie Aeronautiche e
Meccaniche (I.A.M.) Model Piaggio P—
180 airplanes. This AD requires
inspecting both (left and right wing
configurations) environmental control
system bleed tubes for damage, leakage,
and a correct gap between the tube and
wing lower panel crossing area,
inspecting the wiring and surrounding
structures for damage, and correcting
any discrepancies found. This AD is the
result of mandatory continuing
airworthiness information (MCAI)
issued by the airworthiness authority for

Italy. The actions specified by this AD
are intended to prevent thermal
expansion from causing leakage of an
environmental control system bleed
tube because of improper installation,
which could result in deterioration of
the electrical wiring and the
surrounding structure.

DATES: Effective July 5, 1999.

The incorporation by reference of
certain publications listed in the
regulations is approved by the Director
of the Federal Register as of July 5, 1999.

ADDRESSES: Service information that
applies to this AD may be obtained from
I.LA.M. Rinaldo Piaggio S.p.A., Via
Cibrario, 4 16154 Genoa, Italy. This
information may also be examined at
the Federal Aviation Administration
(FAA), Central Region, Office of the
Regional Counsel, Attention: Rules
Docket No. 98—CE-96—AD, Room 1558,
601 E. 12th Street, Kansas City, Missouri
64106; or at the Office of the Federal
Register, 800 North Capitol Street, NW,
suite 700, Washington, DC.

FOR FURTHER INFORMATION CONTACT: Mr.
David O. Keenan, Project Officer, FAA,
Small Airplane Directorate, 1201
Walnut, suite 900, Kansas City, Missouri
64106; telephone: (816) 426—6941;
facsimile: (816) 426-2169.

SUPPLEMENTARY INFORMATION:

Events Leading to the Issuance of This
AD

A proposal to amend part 39 of the
Federal Aviation Regulations (14 CFR
part 39) to include an AD that would
apply to all I.A.M. Model Piaggio P-180
airplanes was published in the Federal
Register as a notice of proposed
rulemaking (NPRM) on February 18,
1999 (64 FR 8020). The NPRM proposed
to require inspecting both (left and right
wing configurations) environmental
control system bleed tubes for damage
(dents), leakage, and a correct gap
between the tube and wing lower panel
crossing area. If any environmental
control system bleed tube is found
damaged beyond certain limits or an
incorrect gap between the tube and wing
lower panel crossing area is found, the
NPRM proposed to require replacing the
bleed tube and rotating the bleed tube
to match the necessary gap, as
applicable. The NPRM also proposed to
require inspecting the wiring and
surrounding structures for damage if
any leakage is found, and repairing any
damaged wiring or surrounding
structures.

Accomplishment of the proposed
action as specified in the NPRM would
be required in accordance with Piaggio
Service Bulletin (Mandatory) No.: SB—
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80-0072, Revision No. 1, dated
September 9, 1998.

The NPRM was the result of
mandatory continuing airworthiness
information (MCAI) issued by the
airworthiness authority for Italy.

Interested persons have been afforded
an opportunity to participate in the
making of this amendment. No
comments were received on the
proposed rule or the FAA’s
determination of the cost to the public.

The FAA’s Determination

After careful review of all available
information related to the subject
presented above, the FAA has
determined that air safety and the
public interest require the adoption of
the rule as proposed except for minor
editorial corrections. The FAA has
determined that these minor corrections
will not change the meaning of the AD
and will not add any additional burden
upon the public than was already
proposed.

Cost Impact

The FAA estimates that 5 airplanes in
the U.S. registry will be affected by the
inspection, that it will take
approximately 5 workhours per airplane
to accomplish the inspection, and that
the average labor rate is approximately
$60 an hour. Based on these figures, the
total cost impact of the inspection on
U.S. operators is estimated to be $1,500,
or $300 per airplane. These figures only
take into account the costs of the
inspection of the environmental control
system bleed tubes and do not take into
account the costs of any necessary
follow-up action.

If any damage is found during the
above-referenced inspection, the costs to
accomplish any follow-up actions (tube
replacement/gap adjustment/follow-up
inspections) will take approximately 8
workhours per airplane to accomplish at
an average labor rate of approximately
$60 an hour. Parts cost approximately
$500. Based on these figures, the total
cost impact of any necessary follow-up
actions is estimated at $980 per
airplane.

Regulatory Impact

The regulations adopted herein will
not have substantial direct effects on the
States, on the relationship between the
national government and the States, or
on the distribution of power and
responsibilities among the various
levels of government. Therefore, in
accordance with Executive Order 12612,
it is determined that this final rule does
not have sufficient federalism
implications to warrant the preparation
of a Federalism Assessment.

For the reasons discussed above, |
certify that this action (1) is not a
“significant regulatory action’” under
Executive Order 12866; (2) is not a
“significant rule” under DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3)
will not have a significant economic
impact, positive or negative, on a
substantial number of small entities
under the criteria of the Regulatory
Flexibility Act. A copy of the final
evaluation prepared for this action is
contained in the Rules Docket. A copy
of it may be obtained by contacting the
Rules Docket at the location provided
under the caption ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration amends part 39 of the
Federal Aviation Regulations (14 CFR
part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. Section 39.13 is amended by
adding a new airworthiness directive
(AD) to read as follows:

99-11-06 Industrie Aeronautiche E
Meccaniche: Amendment 39-11176;
Docket No. 98-CE-96-AD.

Applicability: Model Piaggio P-180
airplanes, all serial numbers up to and
including serial number 1031, certificated in
any category.

Note 1: This AD applies to each airplane
identified in the preceding applicability
provision, regardless of whether it has been
modified, altered, or repaired in the area
subject to the requirements of this AD. For
airplanes that have been modified, altered, or
repaired so that the performance of the
requirements of this AD is affected, the
owner/operator must request approval for an
alternative method of compliance in
accordance with paragraph (f) of this AD. The
request should include an assessment of the
effect of the modification, alteration, or repair
on the unsafe condition addressed by this
AD; and, if the unsafe condition has not been
eliminated, the request should include
specific proposed actions to address it.

Compliance: Required as indicated in the
body of this AD, unless already
accomplished.

To prevent thermal expansion from
causing leakage of the environmental control

system bleed tube because of improper
installation, which could result in
deterioration of the electrical wiring and the
surrounding structure, accomplish the
following:

(a) Within the next 100 hours time-in-
service (TIS) after the effective date of this
AD, inspect both (left and right wing
configurations) environmental control system
bleed tubes for damage (dents), leakage, and
a correct gap between the tube and wing
lower panel crossing area. Accomplish these
actions in accordance with Part A of Piaggio
Service Bulletin (Mandatory) No.: SB-80—
0072, Revision No. 1, dated September 9,
1998.

(b) If any environmental control system
bleed tube is found damaged during the
inspection required by paragraph (a) of this
AD, prior to further flight, replace the
damaged environmental control system bleed
tube. Accomplish this action in accordance
with Part B of Piaggio Service Bulletin
(Mandatory) No.: SB—80-0072, Revision No.
1, dated September 9, 1998.

(c) If any leakage is found during the
inspection required by paragraph (a) of this
AD, prior to further flight, inspect the wiring
and surrounding structures for damage, and
repair any damaged wiring or surrounding
structures. Accomplish the inspection in
accordance with Piaggio Service Bulletin
(Mandatory) No.: SB—80-0072, Revision No.
1, dated September 9, 1998, and any repair
in accordance with the applicable
maintenance manual or other applicable
FAA-approved document.

(d) If any incorrect gap between the tube
and wing lower panel crossing area is found
during the inspection required by paragraph
(a) of this AD, prior to further flight, rotate
the bleed tube to match the necessary gap.
Accomplish this action in accordance with
Part B of Piaggio Service Bulletin
(Mandatory) No.: SB-80-0072, Revision No.
1, dated September 9, 1998.

Note 2: Part C of Piaggio Service Bulletin
(Mandatory) No.: SB—80-0072; Revision No.
1, dated September 9, 1998, includes
procedures for accomplishing this AD for
those airplanes where the Original Issue of
the above-referenced service bulletin was
already incorporated. For those owners/
operators who have already accomplished
the actions specified in Piaggio Service
Bulletin (Mandatory) No.: SB-80-0072,
Original Issue: June 5, 1998, only these
procedures in Part C apply.

(e) Special flight permits may be issued in
accordance with sections 21.197 and 21.199
of the Federal Aviation Regulations (14 CFR
21.197 and 21.199) to operate the airplane to
a location where the requirements of this AD
can be accomplished.

(f) An alternative method of compliance or
adjustment of the compliance times that
provides an equivalent level of safety may be
approved by the Manager, Small Airplane
Directorate, 1201 Walnut, suite 900, Kansas
City, Missouri 64106. The request shall be
forwarded through an appropriate FAA
Maintenance Inspector, who may add
comments and then send it to the Manager,
Small Airplane Directorate.

Note 3: Information concerning the
existence of approved alternative methods of
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compliance with this AD, if any, may be
obtained from the Small Airplane
Directorate.

(9) Questions or technical information
related to Piaggio Service Bulletin
(Mandatory) No.: SB—80-0072, Revision No.
1, dated September 9, 1998, should be
directed to I.A.M. Rinaldo Piaggio S.p.A., Via
Cibrario, 4 16154 Genoa, Italy. This service
information may be examined at the FAA,
Central Region, Office of the Regional
Counsel, Room 1558, 601 E. 12th Street,
Kansas City, Missouri 64106.

(h) The inspections, replacement, and
modification required by this AD shall be
done in accordance with Piaggio Service
Bulletin (Mandatory) No.: SB—80-0072,
Revision No. 1, dated September 9, 1998.
This incorporation by reference was
approved by the Director of the Federal
Register in accordance with 5 U.S.C. 552(a)
and 1 CFR part 51. Copies may be obtained
from I.A.M. Rinaldo Piaggio S.p.A., Via
Cibrario, 4 16154 Genoa, Italy. Copies may be
inspected at the FAA, Central Region, Office
of the Regional Counsel, Room 1558, 601 E.
12th Street, Kansas City, Missouri, or at the
Office of the Federal Register, 800 North
Capitol Street, NW, suite 700, Washington,
DC.

Note 4: The subject of this AD is addressed
in Italian AD 98-329, dated September 18,
1998.

(i) This amendment becomes effective on
July 5, 1999.

Issued in Kansas City, Missouri, on May
13, 1999.

Marvin R. Nuss,

Acting Manager, Small Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 99-12828 Filed 5-20-99; 8:45 am]
BILLING CODE 4910-13-U

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 97
[Docket No. 29570; Amdt. No. 1930]
Standard Instrument Approach

Procedures; Miscellaneous
Amendments

AGENCY: Federal Aviation
Administration (FAA), DOT.
ACTION: Final rule.

SUMMARY: This amendment establishes,
amends, suspends, or revokes Standard
Instrument Approach Procedures
(SIAPs) for operations at certain
airports. These regulatory actions are
needed because of the adoption of new
or revised criteria, or because of changes
occurring in the National Airspace
System, such as the commissioning of
new navigational facilities, addition of
new obstacles, or changes in air traffic
requirements. These changes are
designed to provide safe and efficient

use of the navigable airspace and to
promote safe flight operations under
instrument flight rules at the affected
airports.

DATES: An effective date for each SIAP
is specified in the amendatory
provisions.

Incorporation by reference-approved
by the Director of the Federal Register
on December 31, 1980, and reapproved
as of January 1, 1982.

ADDRESSES: Availability of matters
incorporated by reference in the
amendment is as follows:

For Examination—

1. FAA Rules Docket, FAA
Headquarters Building, 800
Independence Avenue, SW.,
Washington, DC 20591;

2. The FAA Regional Office of the
region in which the affected airport is
located; or

3. The Flight Inspection Area Office
which originated the SIAP.

For Purchase—Individual SIAP
copies may be obtained from:

1. FAA Public Inquiry Center (APA—
200), FAA Headquarters Building, 800
Independence Avenue, SW.,
Washington, DC 20591; or

2. The FAA Regional Office of the
region in which the affected airport is
located.

By Subscripton—Copies of all SIAPs,
mailed once every 2 weeks, are for sale
by the Superintendent of Documents,
U.S. Government Printing Office,
Washington, DC 20402.

FOR FURTHER INFORMATION CONTACT:
Donald P. Pate, Flight Procedure
Standards Branch (AMCAFS-420),
Flight Technologies and Programs
Division, Flight Standards Service,
Federal Aviation Administration, Mike
Monroney Aeronautical Center, 6500
South MacArthur Blvd., Oklahoma City,
OK 73169 (Mail Address: P.O. Box
25082, Oklahoma City, OK 73125)
telephone: (405) 954-4164.
SUPPLEMENTARY INFORMATION: This
amendment to part 97 of the Federal
Aviation Regulations (14 CFR part 97)
establishes, amends, suspends, or
revokes Standard Instrument Approach
Procedures (SIAPs). The complete
regulatory description of each SIAP is
contained in official FAA form
documents which are incorporated by
reference in this amendment under 5
U.S.C. 552(a), 1 CFR part 51, and §97.20
of the Federal Aviation Regulations
(FAR). The applicable FAA Forms are
identified as FAA Forms 8260-3, 8260—
4, and 8260-5. Materials incorporated
by reference are available for
examination or purchase as stated
above.

The large number of SIAPs, their
complex nature, and the need for a

special format make their verbatim
publication in the Federal Register
expensive and impractical. Further,
airmen do not use the regulatory text of
the SIAPs, but refer to their graphic
depiction on charts printed by
publishers of aeronautical materials.
Thus, the advantages of incorporation
by reference are realized and
publication of the complete description
of each SIAP contained in FAA form
documents is unnecessary. The
provisions of this amendment state the
affected CFR (and FAR) sections, with
the types and effective dates of the
SIAPs. This amendment also identifies
the airport, its location, the procedure
identification and the amendment
number.

The Rule

This amendment to part 97 is effective
upon publication of each separate SIAP
as contained in the transmittal. Some
SIAP amendments may have been
previously issued by the FAA ina
National Flight Data Center (NFDC)
Notice to Airmen (NOTAM) as an
emergency action of immediate flight
safety relating directly to published
aeronautical charts. The circumstances
which created the need for some SIAP
amendments may require making them
effective in less than 30 days. For the
remaining SIAPs, an effective date at
least 30 days after publication is
provided.

Further, the SIAPs contained in this
amendment are based on the criteria
contained in the U.S. Standard for
Terminal Instrument Procedures
(TERPS). In developing these SIAPs, the
TERPS criteria were applied to the
conditions existing or anticipated at the
affected airports. Because of the close
and immediate relationship between
these SIAPs and safety in air commerce,
I find that notice and public procedure
before adopting these SIAPs are
impracticable and contrary to the public
interest and, where applicable, that
good cause exists for making some
SIAPs effective in less than 30 days.

Conclusion

The FAA has determined that this
regulation only involves an established
body of technical regulations for which
frequent and routine amendments are
necessary to keep them operationally
current. It, therefore—(1) is not a
“significant regulatory action’” under
Executive Order 12866; (2) is not a
“significant rule” under DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3)
does not warrant preparation of a
regulatory evaluation as the anticipated
impact is so minimal. For the same
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reason, the FAA certifies that this
amendment will not have a significant
economic impact on a substantial
number of small entities under the
criteria of the Regulatory Flexibility Act.

List of Subjects in 14 CFR Part 97

Air traffic control, Airports,
Navigation (air).

Issued in Washington, DC, on May 14,
1999.
L. Nicholas Lacey,
Director, Flight Standards Service.

Adoption of the Amendment

Accordingly, pursuant to the
authority delegated to me, part 97 of the
Federal Aviation Regulations (14 CFR
part 97) is amended by establishing,
amending, suspending, or revoking
Standard Instrument Approach
Procedures, effective at 0901 UTC on
the dates specified, as follows:

PART 97—STANDARD INSTRUMENT
APPROACH PROCEDURES

1. The authority citation for part 97 is
revised to read as follows:

Authority: 49 U.S.C. 106(g), 40103, 40113,
40120, 44701; and 14 CFR 1.49(b)(2).

2. Part 97 is amended to read as
follows:

§897.23, 97.25, 97.27, 97.29, 97.31, 97.33,
97.35 [Amended]

By amending: §97.23 VOR, VOR/
DME, VOR or TACAN, and VOR/DME
or TACAN; §97.25 LOC, LOC/DME,
LDA, LDA/DME, SDF, SDF/DME;
§97.27 NDB, NDB/DME; §97.29 ILS
ILS/DME, ISMLS, MLS, MLS/DME,
MLS/RNAYV; §97.31 RADAR SIAPs;
8§97.33 RNAV SIAPs; and §97.35
COPTER SIAPs, identified as follows:

* * * Effective June 17, 1999

Bradford, PA, Bradford Regional, NDB RWY
32, Amdt 13, CANCELLED

Pittsburgh, PA, Pittsburgh International, ILS
RWY 10C, Orig, CANCELLED

Pittsburgh, PA, Pittsburgh International, ILS
RWY 28C, Orig, CANCELLED

Suffolk, VA, Suffolk Muni, NDB RWY 7,
Amdt 1B, CANCELLED

Ravenswood, WV, Jackson County, VOR/
DME RWY 4, Amdt 2A, CANCELLED

* * * Effective July 15, 1999

Barter Island, AK, Barter Island LRRS, NDB
RWY 6, Orig

Barter Island, AK, Barter Island LRRS, GPS
RWY 6, Orig

Barter Island, AK, Barter Island LRRS, GPS
RWY 24, Orig

Chico, CA, Chico Muni, GPS RWY 13L, Orig

Chico, CA, Chico Muni, GPS RWY 31R, Orig

Marysville, CA, Yuba County, GPS RWY 14,
Orig

Marysville, CA, Yuba County, GPS RWY 32,
Orig

San Francisco, CA, San Francisco Intl, GPS
RWY 19L, Orig

Santa Rosa, CA, Sonoma County, GPS RWY
14, Orig

Santa Rosa, CA, Sonoma County, GPS RWY
32, Orig

Danbury, CT, Danbury Muni, LOC RWY 8,
Amdt 3

Danbury, CT, Danbury Muni, VOR/DME
RNAV RWY 8, Amdt 5

Danbury, CT, Danbury Muni, VOR/DME
RNAV OR GPS RWY 26, Amdt 6

Danbury, CT, Danbury Muni, VOR OR GPS—
A, Amdt 9

Danbury, CT, Danbury Muni, GPS RWY 8,
Amdt 1

Groton/New London, CT, Groton-New
London, VOR OR GPS RWY 5, Amdt 7

Groton/New London, CT, Groton-New
London, VOR OR GPS RWY 23, Amdt 9

Groton/New London, CT, Groton-New
London, GPS RWY 33, Amdt 1

Laurel, DE, Laurel, VOR/DME OR GPS RWY
32, Orig, CANCELLED

Laurel, DE, Laurel, GPS-A, Orig

El Dorado, KS, Capt Jack Thomas/EIl Dorado,
NDB RWY 4, Amdt 3

El Dorado, KS, Capt Jack Thomas/El Dorado,
GPS RWY 4, Orig

El Dorado, KS, Capt Jack Thomas/El Dorado,
GPS RWY 15, Orig

El Dorado, KS, Capt Jack Thomas/EIl Dorado,
GPS RWY 22, Orig

El Dorado, KS, Capt Jack Thomas/El Dorado,
GPS RWY 33, Orig

Newton, KS, Newton-City-County, NDB RWY
17, Amdt 4

Newton, KS, Newton-City-County, ILS RWY
17, Amdt 3

Newton, KS, Newton-City-County, VOR/
DME-A, Amdt 1

Newton, KS, Newton-City-County, VOR/DME
RNAV RWY 17, Amdt 2

Newton, KS, Newton-City-County, VOR/DME
RNAV RWY 35, Amdt 2

Newton, KS, Newton-City-County, GPS RWY
17, Orig

Newton, KS, Newton-City-County, GPS RWY
35, Orig

Ithaca, NY, Tompkins County, VOR OR GPS
RWY 14, Amdt 13

Burlington, NC, Burlington-Alamance
Regional, VOR/DME-A, Amdt 1

Burlington, NC, Burlington-Alamance
Regional, LOC RWY 6, Amdt 2

Burlington, NC, Burlington-Alamance
Regional, NDB RWY 6, Amdt 1

Burlington, NC, Burlington-Alamance
Regional, GPS RWY 6, Amdt 1

Burlington, NC, Burlington-Alamance
Regional, GPS RWY 24, Amdt 1

Lumberton, NC, Lumberton Muni, GPS RWY
5, Orig

Lumberton, NC, Lumberton Muni, GPS RWY
13, Orig

Fremont, OH, Sandusky County Regional,
GPS RWY 6, Orig

Fremont, OH, Sandusky County Regional,
GPS RWY 24, Orig

Guymon, OK, Guymon Muni, GPS RWY 18,
Orig

Ponca City, OK, Ponca City Muni, GPS RWY
17, Orig

Seminole, OK, Seminole Muni, GPS RWY 16,
Orig

Stillwater, OK, Stillwater Muni, GPS RWY
17, Orig

Stillwater, OK, Stillwater Muni, GPS RWY
35, Orig

Tulsa, OK, Tulsa Intl, GPS RWY 36L, Orig

Langhorne, PA, Buehl Field, VOR OR GPS-
A, Orig, CANCELLED

Fayetteville, TN, Fayetteville Muni, GPS
RWY 2, Orig

Fayetteville, TN, Fayetteville Muni, GPS
RWY 20, Orig

Newport, VT, Newport State, NDB-A, Amdt
3

Newport, VT, Newport State, GPS RWY 36,
Orig

Winchester, VA, Winchester Regional, VOR/
DME OR GPS-A, Amdt 4

Winchester, VA, Winchester Regional, NDB
OR GPS-B, Amdt 1

Winchester, VA, Winchester Regional, ILS
RWY 32, Amdt 1

Winchester, VA, Winchester Regional, GPS
RWY 14, Orig

Milton, WV, Ona Airpark, VOR-A, Amdt 2

Milton, WV, Ona Airpark, GPS RWY 7, Orig

Morgantown, WV, Morgantown Muni-Walter
L. Bill Hart Field, GPS RWY 18, Orig

[FR Doc. 99-12948 Filed 5-20-99; 8:45 am]
BILLING CODE 4910-13-M

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 97
[Docket No. 29571; Amdt. No. 1931]
Standard Instrument Approach

Procedures; Miscellaneous
Amendments

AGENCY: Federal Aviation
Administration (FAA), DOT.
ACTION: Final rule.

SUMMARY: This amendment establishes,
amends, suspends, or revokes Standard
Instrument Approach Procedures
(SIAPs) for operations at certain
airports. These regulatory actions are
needed because of changes occurring in
the National Airspace System, such as
the commissioning of new navigational
facilities, addition of new obstacles, or
changes in air traffic requirements.
These changes are designed to provide
safe and efficient use of the navigable
airspace and to promote safe flight
operations under instrument flight rules
at the affected airports.

DATES: An effective date for each SIAP
is specified in the amendatory
provisions.

Incorporation by reference-approved
by the Director of the Federal Register
on December 31, 1980, and reapproved
as of January 1, 1982.

ADDRESSES: Availability of matter
incorporated by reference in the
amendment is as follows:

For Examination—

1. FAA Rules Docket, FAA
Headquarters Building, 800
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Independence Avenue, SW.,
Washington, DC 20591;

2. The FAA Regional Office of the
region in which affected airport is
located; or

3. The Flight Inspection Area Office
which originated the SIAP.

For Purchase—Individual SIAP
copies may be obtained from:

1. FAA Public Inquiry Center (APA-
200), FAA Headquarters Building, 800
Independence Avenue, SW.,
Washington, DC 20591; or

2. The FAA Regional Office of the
region in which the affected airport is
located.

By Subscription—Copies of all SIAPs,
mailed once every 2 weeks, are for sale
by the Superintendent of Documents,
U.S. Government Printing Office,
Washington, DC 20402.

FOR FURTHER INFORMATION CONTACT:
Donald P. Pate, Flight Procedure
Standards Branch (AMCAFS—420),
Flight Technologies and Programs
Division, Flight Standards Service,
Federal Aviation Administration, Mike
Monroney Aeronautical Center, 6500
South MacArthur Blvd. Oklahoma City,
OK. 73169 (Mail Address: P.O. Box
25082 Oklahoma City, OK. 73125)
telephone: (405) 954-4164.
SUPPLEMENTARY INFORMATION: This
amendment to part 97 of the Federal
Aviation Regulations (14 CFR part 97)
establishes, amends, suspends, or
revokes Standard Instrument Approach
Procedures (SIAPs). The complete
regulatory description on each SIAP is
contained in the appropriate FAA Form
8260 and the National Flight Data
Center (FDC)/Permanent (P) Notices to
Airmen (NOTAM) which are
incorporated by reference in the
amendment under 5 U.S.C. 552(a), 1
CFR part 51, and §97.20 of the Federal
Aviation’s Regulations (FAR). Materials
incorporated by reference are available
for examination or purchase as stated
above.

The large number of SIAPs, their
complex nature, and the need for a
special format make their verbatim
publication in the Federal Register
expensive and impractical. Further,
airmen do not use the regulatory text of
the SIAPs, but refer to their graphic
depiction of charts printed by
publishers of aeronautical materials.
Thus, the advantages of incorporation

by reference are realized and
publication of the complete description
of each SIAP contained in FAA form
documents is unnecessary. The
provisions of this amendment state the
affected CFR (and FAR) sections, with
the types and effective dates of the
SIAPs. This amendment also identifies
the airport, its location, the procedure
identification and the amendment
number.

The Rule

This amendment to part 97 of the
Federal Aviation Regulations (14 CFR
part 97) establishes, amends, suspends,
or revokes SIAPs. For safety and
timeliness of change considerations, this
amendment incorporates only specific
changes contained in the content of the
following FDC/P NOTAMs for each
SIAP. The SIAP information in some
previously designated FDC/Temporary
(FDC/T) NOTAMs is of such duration as
to be permanent. With conversion to
FDC/P NOTAMs, the respective FDC/T
NOTAMs have been canceled.

The FDC/P NOTAMs for the SIAPs
contained in this amendment are based
on the criteria contained in the U.S.
Standard for Terminal Instrument
Procedures (TERPS). In developing
these chart changes to SIAPs by FDC/P
NOTAMs, the TERPS criteria were
applied to only these specific conditions
existing at the affected airports. All
SIAP amendments in this rule have
been previously issued by the FAA in a
National Flight Data Center (FDC)
Notice to Airmen (NOTAM) as an
emergency action of immediate flight
safety relating directly to published
aeronautical charts. The circumstances
which created the need for all these
SIAP amendments requires making
them effective in less than 30 days.

Further, the SIAPs contained in this
amendment are based on the criteria
contained in the TERPS. Because of the
close and immediate relationship
between these SIAPs and safety in air
commerce, | find that notice and public
procedure before adopting these SIAPs
are impracticable and contrary to the
public interest and, where applicable,
that good cause exists for making these
SIAPs effective in less than 30 days.

Conclusion

The FAA has determined that this
regulation only involves an established

* * * EFFECTIVE UPON PUBLICATION

body of technical regulations for which
frequent and routine amendments are
necessary to keep them operationally
current. It, therefore—(1) Is not a
“significant regulatory action’ under
Executive Order 12866; (2) is not a
“significant rule’” under DOT
Regulatory Policies and Procedures (44
FR 11034; February 26, 1979); and (3)
does not warrant preparation of a
regulatory evaluation as the anticipated
impact is so minimal. For the same
reason, the FAA certifies that this
amendment will not have a significant
economic impact on a substantial
number of small entities under the
criteria of the Regulatory Flexibility Act.

List of Subjects in 14 CFR Part 97

Air traffic control, Airports,
Navigation (air).

Issued in Washington, DC, on May 14,
1999.
L. Nicholas Lacey,
Director, Flight Standards Service.

Adoption of the Amendment

Accordingly, pursuant to the
authority delegated to me, part 97 of the
Federal Aviation Regulations (14 CFR
part 97) is amended by establishing,
amending, suspending, or revoking
Standard Instrument Approach
Procedures, effective at 0901 UTC on
the dates specified, as follows:

PART 97—STANDARD INSTRUMENT
APPROACH PROCEDURES

1. The authority citation for part 97 is
revised to read as follows:

Authority: 49 U.S.C. 40103, 40113, 40120,
44701; 49 U.S.C. 106(g); and 14 CFR
11.49(b)(2).

2. Part 97 is amended to read as
follows:

§§97.23, 97.25, 97.27, 97.29, 97.31, 97.33,
97.35 [Amended]

By amending: §97.23 VOR, VOR/
DME, VOR or TACAN, and VOR/DME
or TACAN; §97.25 LOC, LOC/DME,
LDA, LDA/DME, SDF, SDF/DME;
§97.27 NDB, NDB/DME; §97.29 ILS,
ILS/DME, ISMLS, MLS, MLS/DME,
MLS/RNAV; §97.31 RADAR SIAPs;
897.33 RNAV SIAPs; and §97.35
COPTER SIAPs, identified as follows:

FDC date State City Airport FDC No. SIAP
04/06/99 ....... NY SKANEATELES .............. SKANEATELES AERO DROME ......... 9/2272 | VOR or GPS-A ORIG-A
04/29/99 ....... PA PITTSBURGH ................. ALLEGHENY COUNTY ....ccoovviiiiinine 9/2848 | ILS RWY 28 AMDT 27A
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* * * EFFECTIVE UPON PUBLICATION

FDC date State City Airport FDC No. SIAP

04/29/99 ....... PA STATE COLLEGE ........... UNIVERSITY PARK ....oooiiiiiiiieiiiines 9/2846 | VOR/DME RNAV or GPS RWY 6
AMDT 6

04/29/99 ....... PA STATE COLLEGE ........... UNIVERSITY PARK ....oooiiiiiiiieiiiines 9/2847 | VOR or GPS-B AMDT 9
04/29/99 ....... WI APPLETON .....ccocvvviieenne OUTAGAMIE COUNTY REGIONAL ... 9/2851 | ILS RWY 3, AMDT 16C
04/30/99 ....... MO BUTLER ...cccooveiiiiiiiieeen. BUTLER MEMORIAL ......cccevveiiiiiiines 9/2875 | GPS RWY 18, ORIG
04/30/99 ....... X AUSTIN oo AUSTIN-BERGSTROM INTL ...... 9/2879 | ILS RWY 35L, AMDT 1
04/30/99 ....... TX AUSTIN e AUSTIN-BERGSTROM INTL ...... 9/2880 | GPS RWY 35L, AMDT 1
04/30/99 ....... X AUSTIN oo AUSTIN-BERGSTROM INTL ...... 9/2881 | GPS RWY 17R, AMDT 1
04/30/99 ....... TX AUSTIN e AUSTIN-BERGSTROM INTL ...... 9/2882 | ILS RWY 17R, AMDT 1
05/1/99 ......... NH MANCHESTER ............... MANCHESTER .......cccccoviieenne 9/3102 | ILS RWY 2, AMDT 2
05/1/99 ......... NH MANCHESTER ............... MANCHESTER ...... 9/3103 | ILS RWY 35, AMDT 19
05/04/99 ....... IL CHICAGO/AURORA ....... AURORA MUNI ..... 9/2970 | VOR or GPS-A AMDT 1A
05/05/99 ....... IL CHICAGO/AURORA ....... AURORA MUNI ............ 9/2983 | ILS RWY 9, AMDT 1A
05/06/99 ....... OH MIDDLETOWN ................ HOOK FIELD MUNI ...... 9/3009 | LOC RWY 23, AMDT 7B
05/06/99 ....... OH MIDDLETOWN .... HOOK FIELD MUNI ...... 9/3010 | NDB or GPS RWY 23, AMDT 8A
05/06/99 ....... OH MIDDLETOWN ........ HOOK FIELD MUNI ......... 9/3011 | NDB or GPS-A, AMDT 2A
05/10/99 ....... MN WORTHINGTON ..... WORTHINGTON MUNI ... 9/3086 | NDB or GPS RWY 29, ORIG
05/10/99 ....... MN WORTHINGTON ............. WORTHINGTON MUNI ..o 9/3088 | ILS RWY 29, ORIG
05/10/99 ....... VA RICHMOND .......ccccuvveeeee. CHESTERFIELD COUNTY ....ccccceennne 9/3074 | NDB or GPS RWY 33, AMDT 7A
05/10/99 ....... VA RICHMOND CHESTERFIELD COUNTY .... 9/3075 | VOR/DME or GPS RWY 15, ORIG
05/10/99 ....... VA RICHMOND CHESTERFIELD COUNTY 9/3082 | ILS RWY 33, ORIG

[FR Doc. 99-12949 Filed 5-20-99; 8:45 am]
BILLING CODE 4910-13-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 310, 352, 700, and 740
[Docket No. 78N-0038]

RIN 0910-AA01

Sunscreen Drug Products For Over-
The-Counter Human Use; Final
Monograph

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing a final
rule in the form of a final monograph
establishing conditions under which
over-the-counter (OTC) sunscreen drug
products are generally recognized as
safe and effective and not misbranded as
part of FDA’s ongoing review of OTC
drug products. FDA is issuing this final
rule after considering public comments
on the agency’s proposed regulation,
which was issued in the form of a
tentative final monograph, and new data
and information on sunscreen drug
products that have come to the agency’s
attention. FDA is also issuing final rules
regarding the labeling of certain
cosmetic products to inform consumers
that these products do not provide
protection from the sun.

EFFECTIVE DATES: This regulation is
effective May 21, 2001 for parts 310,
352, and 700 and is effective May 22,
2000 for part 740.

FOR FURTHER INFORMATION CONTACT: John
D. Lipnicki, Center for Drug Evaluation
and Research (HFD-560), Food and
Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 301-827—
2222.

SUPPLEMENTARY INFORMATION:

l. Introduction

In the Federal Register of August 25,
1978 (43 FR 38206), FDA published,
under §330.10(a)(6) (21 CFR
330.10(a)(6)), an advance notice of
proposed rulemaking (ANPRM) to
establish a monograph for OTC
sunscreen drug products, together with
the recommendations of the Advisory
Review Panel on OTC Topical
Analgesic, Antirheumatic, Otic, Burn,
and Sunburn Prevention Drug Products
(the Panel), which was the advisory
review panel that evaluated data on the
active ingredients in this drug class. The
agency’s proposed regulation for OTC
sunscreen drug products, in the form of
a tentative final monograph, was
published in the Federal Register of
May 12, 1993 (58 FR 28194).

In the Federal Register of June 8, 1994
(59 FR 29706), the agency proposed to
amend the tentative final monograph
(and reopened the comment period until
August 22, 1994) to remove five
sunscreen ingredients because of a lack
of interest in establishing United States
Pharmacopeia (USP) monographs:
Digalloyl trioleate, ethyl 4-
[bis(hydroxypropyl)] aminobenzoate,

glyceryl aminobenzoate, lawsone with
dihydroxyacetone (interest was
subsequently shown in developing a
monograph for lawsone and
dihydroxyacetone), and red petrolatum.
The agency also reiterated that all
sunscreen ingredients must have a USP
monograph before being included in the
final monograph for OTC sunscreen
drug products. This final rule includes
those sunscreen ingredients that have
USP monographs.

In the Federal Register of September
16, 1996 (61 FR 48645), the agency
amended the proposed rule to include
avobenzone as a single ingredient and in
combination with certain other
sunscreen ingredients (interim
marketing was allowed in the Federal
Register of April 30, 1997 (62 FR
23350)). In the Federal Register of
October 22, 1998 (63 FR 56584), the
agency proposed to amend the tentative
final monograph to include zinc oxide
as a single ingredient and in
combination with any proposed
Category | sunscreen active ingredient
except avobenzone.

In the Federal Register of April 5,
1994 (59 FR 16042), the agency
reopened the administrative record and
announced a public meeting to discuss
ultraviolet A (UVA) radiation claims
and testing procedures. In the Federal
Register of August 15, 1996 (61 FR
42398), the agency reopened the
administrative record and announced a
public meeting to discuss the
photochemistry and photobiology of
sunscreens.

This final monograph completes the
tentative final monograph except for
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certain testing issues and UVA labeling,
which the agency will discuss in future
issues of the Federal Register. Until
then, UVA labeling may continue in
accord with the tentative final
monograph and its amendments. The
agency advises that on or after May 21,
2001, no OTC drug product that is
subject to the monograph and that
contains a nonmonograph condition
may be initially introduced or initially
delivered for introduction into interstate
commerce unless it is the subject of an
approved new drug application or
abbreviated new drug application.
Further, any OTC drug product subject
to this monograph that is repackaged or
relabeled after the effective date of the
monograph must be in compliance with
the monograph regardless of the date the
product was initially introduced or
initially delivered for introduction into
interstate commerce. Manufacturers are
encouraged to comply voluntarily as
soon as possible.

In response to the proposed rule on
OTC sunscreen drug products and
subsequent reopenings of the
administrative record, the agency
received 433 comments. The comments
included four petitions (Refs. 1 through
4) requesting consideration of sunscreen
ingredients that have been marketed in
Europe but not in the United States. The
status of these petitions is discussed in
section I1.C, comment 13 of this
document. One manufacturer requested
an oral hearing before the Commissioner
of Food and Drugs if the agency
mandated a limit on sun protection
factor (SPF) values in this final rule.
Copies of the information considered by
the Panel, the comments and petitions,
and the hearing request are on public
display in the Dockets Management
Branch (HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852. All “OTC
Volumes” cited throughout this
document refer to information on public
display.

A number of comments were filed in
the Dockets Management Branch after
the dates the administrative record had
officially closed. The agency has
considered these comments as
“feedback” communications under the
OTC drug review procedures, as
discussed in the Federal Register of
September 29, 1981 (46 FR 47740), and
clarified in the Federal Register of April
1, 1983 (48 FR 14050). When
“feedback’ material submitted after an
administrative record has officially
closed directly influences or forms one
of the bases for the agency’s decision on
a matter in an OTC drug rulemaking
proceeding, the agency adds it to the
administrative record without

submission of a formal petition by an
interested party.

The agency has included these data
and information in the administrative
record and addressed them in this
document. The agency has considered
the request for an oral hearing in its
response to the comment and believes it
has adequately responded to the
manufacturer and that a hearing is not
needed. As discussed in section 11.G,
comment 29 of this document, the
agency is allowing the marketing of OTC
sunscreen drug products with SPF
values above 30 under one collective
term (i.e., ““30 plus’ or “30 +"). The
agency will also consider including
labeling in the monograph with actual
label SPF values on products with SPF
values over 30 when adequate data are
submitted to substantiate a testing
procedure applicable to SPF values over
30.

Il. The Agency’s Conclusions on the
Comments

A. General Comments on OTC
Sunscreen Drug Products

1. Several comments asked that the
agency either exempt currently
marketed sunscreen products from the
requirement for redetermining the SPF
or provide a 2-year implementation
period. One comment requested a 3-year
implementation period. The comments
contended that the proposed 12-month
implementation period would result in
lost business and a serious economic
hardship for manufacturers, estimated
to be 35 million dollars for
reformulating, retesting, and relabeling
sunscreen products.

The agency agrees with the comments
that the proposed 12-month
implementation period may cause
undue economic burden on some
manufacturers of these products without
a corresponding benefit to consumers
(see section VII of this document). As
discussed in section VII, a 24-month
effective date would allow most firms to
relabel products during a normal
relabeling cycle without incurring
additional costs. Accordingly, the final
rule will be effective 24 months from
the date of this publication. Because this
final rule provides testing procedures
that were proposed in the tentative final
monograph, currently marketed
products that have already been tested
by those procedures will not need to be
retested. However, sunscreen products
that have not been tested will need to
be tested using the methods described
in this document. The agency intends to
propose modified test procedures in a
future issue of the Federal Register and
any necessary retesting time will be

specified when the final rule for testing
procedures publishes.

2. Several comments recommended
modifications to the definition of
minimal erythema dose (MED) in
proposed § 352.3(a). Some comments
objected to the presumption that
erythema is a “‘diffusing’ reaction that
starts from within the exposed site and
moves outward in a dose dependent
manner, i.e., “‘redness reaching the
borders of the exposure site.” Other
comments asserted that the definition is
too limiting because it may not be
appropriate for all solar simulator
configurations (e.g., no template). Many
comments recommended the definition
of MED used by the European Trade
Association COLIPA (Ref. 5): “The
quantity of radiant energy required to
produce the first perceptible,
unambiguous redness reaction with
clearly defined borders.” Another
comment recommended “‘erythema-
effective ultraviolet radiation” in place
of “radiant energy.”

The agency agrees that the proposed
definition of MED should be modified
for the reasons discussed by the
comments and is revising §352.3(a) in
this final rule, as follows: “Minimal
erythema dose (MED). The quantity of
erythema-effective energy (expressed in
Joules per square meter) required to
produce the first perceptible redness
reaction with clearly defined borders.”
The agency considers this definition
broad enough to encompass tests
conducted with solar simulator
configurations with no template and
consistent with COLIPA’s definition.

3. One comment noted that the
wavelength ranges for UVA, UVB, and
UVC radiation in the tentative final
monograph differed from the official
ranges of the Commission International
de L’Eclairage (CIE), which are: (1)
UVC-radiation of less than 280
nanometers (nm), (2) UVB-280 to 315
nm, and (3) UVA-315 to 400 nm. The
comment mentioned the agreement
reached at the 11th International
Congress on Photobiology (Ref. 6) on the
short wavelength end of UVB radiation
(280 or 290 nm) and suggested that the
scientific evidence supports 320 nm as
the long-wavelength boundary of UVB
radiation.

The agency agrees with the comment
that the scientific evidence supports 320
nm as the long-wavelength boundary of
UVB radiation. However, the short-
wavelength boundary for UVB radiation
has been accepted as either 280 or 290
nm. Given that the comment did not
provide a compelling reason to change
the proposed definition of UVB
radiation, the agency will continue to
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define the boundaries of UVB radiation
as 290 to 320 nm.

4. Comments requested the agency to
amend the definition of a sunscreen
active ingredient in proposed § 352.3(c)
to include mechanisms other than
absorption, to expand the UV range to
include UVA radiation, and to provide
a minimum SPF value requirement. The
comments added that some proposed
Category | active ingredients (e.g.,
menthyl anthranilate and titanium
dioxide) do not meet the proposed
definition, and that the definition is not
interpretable without specifications for
measuring 85 percent absorbance.

The agency discussed the need to
modify the definition in a 1996
proposed amendment of the tentative
final monograph (61 FR 48645 at
48646). The agency agrees that
modifications should be to: (1) Include
mechanisms other than absorption, (2)
redefine wavelengths, and (3) remove
the percent absorbance requirement.
The agency does not agree that a
minimum SPF value should be included
in the definition because this
information is more appropriately a
characteristic of the final formulation.
Therefore, the agency has revised
proposed § 352.3(c) in this document, to
read: “‘Sunscreen active ingredient. An
ingredient listed in §352.10 that
absorbs, reflects, or scatters radiation in
the ultraviolet range at wavelengths of
290 to 400 nanometers.”

5. One comment recommended that
the agency reevaluate statements in the
tentative final monograph on the
harmful nature of tanning. The agency
discussed the harmful effects of UV
radiation-induced tanning in the
tentative final monograph (58 FR 28194
at 28238 to 28239). The comment
suggested that a natural tan reduces
cumulative sun exposure and may
potentiate sunscreen effectiveness. The
comment did not, however, provide
data or references to support this claim
or to otherwise cause the agency to
change its position.

6. One comment requested that the
final monograph require expiration
dating and storage information in the
labeling of OTC sunscreen drug
products. The comment noted that
under 21 CFR 211.137, OTC drug
products with data demonstrating
stability for 3 years and without labeled
dosage limitations are not required to
include an expiration date in their
labeling. The comment stated that it was
aware of numerous cases that suggest
these products may not be stable for 3
years.

The agency requested the comment to
provide data and information about the
specific products it was aware of (Ref.

7), but none were subsequently
provided. The agency is not currently
aware of stability problems that would
require expiration dating for OTC
sunscreen drug products but will
address such a requirement if data
become available. All sunscreen active
ingredients included in the final
monograph also have a USP monograph
that contains packaging and storage
requirements and standards for products
containing these ingredients.

7. Comments recommended that the
agency establish procedures for
ensuring batch-to-batch SPF test results,
and that it approve testing laboratories
and regulate their performance.

Regulations already exist to assure
that each batch of drug product meets
established specifications for the
identity and strength of each active
ingredient. Specifically, 21 CFR 211.160
requires that product specifications and
laboratory controls be established and
performed. Although the agency would
not require SPF testing on human
subjects for every batch produced,
manufacturers need to assure
conformance to their finished product
specifications. Further, any changes to
the batch formula would, at a minimum,
require review and documentation by
the manufacturer’s quality control unit
to determine if SPF retesting is
necessary. Finally, 21 CFR 211.180
provides for the inspection of records
pertaining to production, control, and
distribution of batches of drug products.
Thus, testing laboratories are subject to
these regulations.

B. Comments on the Drug/Cosmetic
Status of Sunscreen Products

8. One comment questioned whether
sunscreen products should be regulated
as drugs. The comment asserted that
such products are not active in the
mitigation or elimination of a disease
condition, and that sunscreen products
have no more affect on the structure and
function of the body than ““being in
physical shade.”

The basis for the agency’s
determination that products intended
for use as sunscreens are subject to
regulation as drugs under section
201(g)(1) of the Federal Food, Drug, and
Cosmetic Act (the act) (21 U.S.C.
321(g)(1)) is set forth at length in the
tentative final monograph (58 FR 28194
at 28203 to 28206). Essentially,
sunscreen active ingredients affect the
structure and function of the body by
absorbing, reflecting, or scattering the
harmful, burning rays of the sun,
thereby altering the normal
physiological response to solar
radiation. Proper use of sunscreen
ingredients (see section Il.L, comment

51 of this document) may help to
prevent skin damage and may help
reduce the risk of skin lesions, skin
cancer, and other disease conditions.
Products that are marketed to achieve
these important health benefits meet the
definition of a drug under section
201(g)(1)(B) and (g)(1)(C) of the act.

9. One comment disagreed with the
agency’s tentative conclusion that
products containing a sunscreen
ingredient, but labeled for the purpose
of obtaining an “even tan,” are subject
to regulation as drugs. According to the
comment, such a product is subject to
regulation as a drug only if it bears a
claim to treat or prevent sunburn. The
comment asserts that this has been the
agency’s consistent approach since
1940.

Another comment stated that sunless
tanning products, used to impart color
without exposure to the sun, could be
improved by adding a sunscreen to
provide users protection during their
normal outside activities. The comment
requested that such products should be
regarded as cosmetics, because they
would be used primarily for a cosmetic
effect, with the sunscreen protection
serving only a secondary purpose.

The agency thoroughly discussed the
regulatory status of “tanning” products,
including the basis for withdrawing its
1940 advisory opinion on sunburn and
suntan preparations, in the tentative
final monograph (58 FR 28194 at 28203
to 28207, 28293 to 28294). As discussed
in the tentative final monograph, the
presence of a sunscreen active
ingredient, in conjunction with labeling
claims that the product may be used,
e.g., to permit tanning or to acquire an
even tan, generally establishes that the
product’s intended use is that of a drug.
Such products suggest, among other
things, that the ingredients in the
product will allow the consumer to stay
in the sun longer without suffering skin
damage (58 FR 28194 at 28204).
Likewise, products that claim to
accelerate or stimulate the tanning
process are claiming, either expressly or
impliedly, to stimulate the production
of melanin in the body. Such a claim to
affect the structure or function of the
body renders the product subject to
regulation as a drug under section
201(g)(1) of the act (see 58 FR 28194 at
28293). Finally, a sunless tanning
product that contains a sunscreen
ingredient, to provide protection to the
consumer, is subject to regulation as a
drug. The idea that the sunburn
protection offered by the product may
only be a ““secondary” feature for the
consumer is not relevant. If an intended
use of the product is to provide users
with sun protection when they go
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outside (as the comment suggests), then
the product is subject to regulation as a
drug.

On the other hand, products that do
not make express or implied sun
protection claims, and do not contain
sunscreen ingredients, may be regarded
as cosmetics under section 201(i) of the
act. If the product is intended solely to
provide cosmetic effects on the skin
(e.g., to moisturize the skin while
sunbathing), or solely to impart color to
the skin without exposure to the sun or
other sources of light (i.e., sunless
tanning), then the product may be
marketed as a cosmetic. Such products,
however, must include a warning
statement (discussed in this section,
comment 10 of this document) to inform
the consumer that the product does not
provide any protection against sunburn.
Products marketed to enhance or permit
tanning that do not contain a sunscreen
ingredient must be reviewed on a case-
by-case basis to determine whether the
product is intended solely to provide a
cosmetic benefit (such as moisturizing)
or whether the product is intended to
enhance or permit tanning by some
other mechanism of action.

The comments offered no other
reasoning and no data to the contrary,
other than to suggest that the agency’s
approach would encourage
manufacturers to remove sunscreen
ingredients from suntan products and,
thereby, expose consumers to even
higher levels of harmful ultraviolet rays.
The agency is not persuaded that a
significant number of manufacturers
will choose to reformulate their
products, to make them less safe for
consumers, as a result of this final rule.
Moreover, consumers will continue to
have an array of sunscreen-containing
products from which to choose. Finally,
as discussed below, certain tanning
products (including sunless tanning
products) that do not contain sunscreen
ingredients must bear a prominent
warning to the consumer. This will
ensure that the consumer is fully
informed as to which products offer sun
protection and which do not.

10. One comment requested that the
signal word “‘Caution” replace the
signal word “Warning” preceding the
following statement for suntanning
preparations: ‘““Warning—This product
does not contain a sunscreen and does
not protect against sunburn.” The
comment stated that the word
“Warning” suggests safety hazards
associated with these products that are
unrelated to sunburn. Another comment
petitioned to add a second sentence to
the warning: “Tanning in sunlight or
under tanning lamps can cause skin
cancer and premature skin aging-even if

you don’t burn.” The comment
concluded that the availability of
tanning products without a protective
sunscreen ingredient is a serious health
issue and detrimental to public health.
A third comment objected to any such
warnings on tanning products.

The agency considers it an important
public health issue that users of
suntanning products be alerted when
these products do not contain a
sunscreen and do not protect against
sunburn or other harmful effects to the
skin. Because suntanning products are
intended for repeated use under the sun
or suntanning lamps while acquiring a
tan, the agency considers failure to
provide information on hazards
associated with repeated, unprotected
exposure to UV radiation to be a failure
to reveal material facts (see sections
201(n), 502(a), and 602(a) of the act (21
U.S.C. 352(a) and 362(a))), especially in
light of the representations that are
made for the product (e.g., suntanning).
Therefore, the agency is requiring the
labeling of suntanning preparations that
do not contain a sunscreen ingredient
(8740.19 (21 CFR 740.19)) to bear the
following: “Warning—This product
does not contain a sunscreen and does
not protect against sunburn. Repeated
exposure of unprotected skin while
tanning may increase the risk of skin
aging, skin cancer, and other harmful
effects to the skin even if you do not
burn.” The agency considers this
information to be sufficiently important,
for safety reasons, to require a 12-month
effective date (as opposed to 24 months
for the balance of the rule) and to
require the strongest possible signal
word, i.e., “Warning.”

11. One comment disagreed with the
proposal that hair care and nail
products that contain a sunscreen
ingredient for a nontherapeutic use (e.g.,
to protect the color of the product), and
that use the term “‘sunscreen’ in the
labeling, must describe in the labeling
the functional role of the sunscreen.
According to the comment, it is highly
unlikely that consumers would think
that these products are intended to
protect the skin. If this requirement
were finalized, the comment requested
that the agency permit the term
“sunscreen’ to appear once anywhere
in the labeling, with the purpose of the
sunscreen explained elsewhere in the
labeling.

The agency disagrees with the
premise of this comment. The use of the
term “‘sunscreen” in labeling suggests
that the product in some way will
protect the consumer from the harmful
effects of the sun. The health risks
associated with relying on a product for
protection from the sun, when in fact

the product does not provide such
protection, are sufficiently serious to
require the type of disclosure outlined
in the proposed rule. Information about
the purpose of a sunscreen ingredient in
a hair care or nail product will be useful
to consumers to inform them that the
ingredient protects only the hair or only
the color of the product.

This information need appear only
once and can appear anywhere in the
labeling, provided the qualifying
purpose appears prominently and
conspicuously and in conjunction with
the word “‘sunscreen.” The information
may, e.g., be combined in a single
statement, e.g., ““Contains a sunscreen—
to protect product color.” This will
ensure that consumers will see and
readily associate the two pieces of
information.

12. Two comments objected to the use
of an OTC drug rulemaking process to
change cosmetic labeling requirements,
i.e., the addition of a warning on certain
tanning products and the labeling
requirements for hair care or nail
products that contain a sunscreen for a
nontherapeutic use.

The agency addressed this procedural
concern, which was also raised in
response to the ANPRM, at length in the
tentative final monograph (58 FR 28194
at 28201 to 28202). The industry and
consumers have had ample notice of the
fact that this proceeding included
several cosmetic labeling issues that
arise out of the same facts and findings
at issue in developing the OTC drug
monograph. It is not uncommon for the
agency to address in an OTC rulemaking
document the status of, or the regulation
of, products that fall outside of the
monograph. In this instance, the
cosmetic labeling issues were so closely
related to the OTC drug issues that a
separate proceeding would have been
overly duplicative and inefficient.

C. Comments on Specific Sunscreen
Active Ingredients

13. Several comments noted that FDA
had deferred a decision on the citizen
petitions requesting that sunscreen
active ingredients marketed solely in
foreign countries be included in the
OTC sunscreen monograph. The
comments urged FDA answer these
petitions and establish a policy
concerning the inclusion of OTC
sunscreens based solely on foreign data
and marketing experience.

In the Federal Register of October 3,
1996 (61 FR 51625), the agency
published an ANPRM that addressed
establishing eligibility criteria for
considering additional OTC conditions
(i.e., OTC drug active ingredients,
indications, dosage forms, dosage
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strengths, routes of administration, and
active ingredient combinations) in the
OTC drug monograph system. These
proposed criteria would address how
foreign or domestic OTC marketing
experience could be used to support the
inclusion of an ingredient in an OTC
drug monograph. Specifically, the
criteria would address how OTC
marketing experience in the United
States or abroad could be used to meet
the statutory requirement under section
201(p) of the act of marketing “‘to a
material extent” and ‘‘for a material
time.” “Material extent” and ““material
time” are needed to qualify a specific
OTC drug condition for consideration
under the OTC drug monograph system.

The decision on whether to proceed
with a final rulemaking on this subject
will be based, in part, on the
information and comments submitted in
response to the notice of proposed
rulemaking that the agency is preparing
for publication in a future issue of the
Federal Register. Resolution of the
pending sunscreen petitions must await
the outcome of any final rulemaking on
this subject.

14. One comment requested that the
agency adopt simpler, more user-
friendly, names for several sunscreen
ingredients: (1) Roxadimate for ethyl-
[bis(hydroxypropyl)] aminobenzoate, (2)
lisadimate for glyceryl aminobenzoate,
and (3) diolamine methoxycinnamate
for diethanolamine methoxycinnamate.
The comment claimed that these names
had been adopted or designated by the
United States Adopted Names (USAN)
Council. The comment also requested
that if USAN adopts a name for
phenylbenzimidazole sulfonic acid,
FDA adopt this name as well. The
comment also suggested the use of the
acronyms “TEA” and “DEA” for
triethanolamine and diethanolamine,
respectively.

The agency is including in this final
monograph only those active
ingredients that are the subject of an
official USP compendial monograph
that sets forth its standards of identity,
strength, quality, and purity (see section
| of this document). In the Federal
Register of June 8, 1994, FDA deleted
ethyl-[bis(hydroxypropyl)]
aminobenzoate and glyceryl
aminobenzoate from the tentative final
monograph due to the lack of interest in
establishing USP monographs for these
ingredients. Moreover, two sunscreen
ingredients (including diethanolamine
methoxycinnamate) have been deferred
from the final monograph due to the
lack of a current or proposed
compendial monograph. Therefore, the
issue of whether a “user-friendly’’ name
for these ingredients should be

developed or adopted need not be
resolved in this proceeding at this time.
Similarly, TEA and DEA need not be
addressed in this proceeding, as
triethanolamine is not a sunscreen
active ingredient, and diethanolamine is
only used in the ingredient
diethanolamine methoxycinnamate
which, as discussed, is not a monograph
ingredient at this time.

With respect to the comment on the
monograph ingredient
phenylbenzimidazole sulfonic acid, the
agency agrees that if USAN or the USP
were to adopt a different or alternative
name for this ingredient, such a name
could be used in the labeling of a
product that contains this ingredient. As
discussed in comment 30 of the
tentative final monograph (58 FR 28194
at 28207 to 28209), the agency is using
the compendial name as the established
name for each active ingredient.

15. Two comments requested that the
term “PABA” continue to be allowed in
labeling. The comments stated that the
name aminobenzoic acid is meaningless
to consumers and physicians, who over
the years have learned to recognize this
ingredient on the label as PABA. One
comment recommended the use of
aminobenzoic acid in the ingredient list
and the use of PABA in other
communications about the product. The
comment added that the term “PABA-
free”” should be allowed on products
that do not contain aminobenzoic acid.
The other comment proposed either to
permit the listing of the ingredient as
PABA or, if that is unacceptable, as
PABA (aminobenzoic acid).

In comment 30 of the tentative final
monograph (58 FR 28194 at 28207 to
28209), the agency discussed the issue
of the appropriate established name for
this and other sunscreen ingredients. As
the agency stated in that discussion, the
recognized compendial name for
aminobenzoic acid no longer includes
the term PABA.

The agency acknowledges, however,
that the term PABA formerly was part
of the established name for this
ingredient and that the use of the term
in consumer labeling has continued
despite the change in the compendial
name. In addition, the agency agrees
with the comment that many consumers
have learned to recognize this
ingredient as, and only as, PABA. The
agency also recognizes that consumers
seeking to avoid the use of this
ingredient for health-related reasons
(e.g., allergy) may, in this case, be
misled if the term PABA were no longer
permitted. Some consumers may believe
that a product that lists aminobenzoic
acid as an ingredient, but does not list
PABA, is PABA-free. If such a consumer

has an allergy to aminobenzoic acid, the
individual may suffer adverse health
consequences.

For these reasons, and especially in
light of the potential safety concerns for
certain consumers, the agency
concludes that wherever the ingredient
aminobenzoic acid appears in the
labeling of an OTC sunscreen drug
product, including labeling that notes
the absence of this ingredient, the
descriptive term PABA must
immediately follow the established
name, i.e., ““Aminobenzoic acid
(PABA).” Thus, e.g., a product that is
currently marketed as ““PABA-free”
would now be required to state that the
product is “Aminobenzoic acid (PABA)-
free.” This convention will allow
consumers to begin to recognize that the
ingredient they may wish to avoid is
““aminobenzoic acid.” After a sufficient
period of time, the agency will revisit
the need for consumer labeling to
continue to bear the descriptive term
PABA.

16. One comment stated that claims of
protection by artificial melanin,
melanin-containing products, and
antioxidants should be enumerated,
well regulated, and defined.

The agency agrees with the comment,
but these claims are not covered by this
final monograph. Melanin and artificial
melanins are not recognized sunscreen
active ingredients. Any product
containing melanin or artificial
melanins as active ingredients and
making sun protection claims would
have to seek marketing approval under
a new drug application (NDA).

The agency is aware that claims of
protection from antioxidants are used in
the labeling of some cosmetic products
with or without a sunscreen. The agency
will ascertain the nature of any such
claims (drug or cosmetic) on a case-by-
case basis.

17. Several comments objected to the
agency’s proposal that OTC sunscreen
drug products must contain less than
500 parts per billion (ppb) of N-methyl-
N-nitrosoaminobenzoate octyl ester
(NMPABADO) for several reasons: (1)
Toxicological studies indicate that
NMPABAO does not have mutagenic or
suspected carcinogenic potential (Ref.
8), (2) NMPABAO may be present in
sunscreens containing padimate O only
in small amounts (ppb range) and the
risks associated with NMPABAO are
very low, (3) NMPABAO decomposes
quickly when exposed to UV radiation,
and (4) industry is aware not to
formulate with known nitrosating agents
in the presence of amines in order to
avoid nitrosamine contamination of its
products. Some comments stated that
FDA’s own conclusions in the tentative
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final monograph concerning the safety
of both NMPABAO and padimate O do
not support the imposition of
concentration limits for NMPABAO in
sunscreens nor do they justify the high
cost of analyzing each batch of
sunscreen product for NMPABAO. One
comment contended that any proposed
limit should apply to all nitrosamines
and not just NMPABAO. The comment
stated that nitrosamines can be formed
from any secondary or tertiary amine.
Several sunscreen active ingredients
contain this moiety in their chemical
structure and many inactive ingredients
are secondary or tertiary amines. The
comment concluded that targeting
NMPABAO falsely conveys that
padimate O is a unique concern,
resulting in manufacturers using other
ingredients to avoid costly testing and
negative implications.

In the tentative final monograph, the
agency did not propose a concentration
limit on NMPABAO. Rather, based on
concerns that had been raised, the
agency asked for comment on whether
it should consider proposing a fixed
limit. As discussed in the tentative final
monograph (58 FR 28194 at 28288 to
28293), toxicological studies support the
agency’s belief that the risk associated
with NMPABAO contamination of
sunscreen drug products is very low due
to NMPABAOQO’s low mutagenicity and
carcinogenicity potential and rapid
decomposition in the presence of UV
radiation. The agency has not become
aware of any new data or information
since the publication of the tentative
final monograph suggesting a safety
concern with NMPABAO in sunscreen
drug products. Therefore, the agency
has decided not to propose or otherwise
include in this final monograph a
requirement that OTC sunscreen drug
products must contain less than 500 ppb
of NMPABAO.

In the tentative final monograph (58
FR 28194 at 28292), the agency
discussed its analysis for NMPABAO in
25 commercially available sunscreen
products. Of the 11 samples found to be
contaminated with NMPABAO, the four
highest contained 2-bromo-2-nitro-1,3-
propanediol, an indirect nitrosating
agent. The agency concluded that there
would be no nitrosamine contamination
if these products were formulated
without the nitrosating agent. As noted
by several of the comments, the industry
is aware not to formulate with known
nitrosating agents in the presence of
amines in order to avoid nitrosamine
contamination of its products.

18. One comment submitted a
reference to a subchronic oral toxicity
study in rats conducted with padimate
O which a chemical manufacturer had

submitted to the Toxic Substance
Control Act 8(e) coordinator of the
United States Environmental Protection
Agency for consideration. The study
was a 4-week repeated dose study at
doses of 0, 100, 300, and 1,000
milligrams (mg)/kilogram (kg)/day of
padimate O administered by gavage in
a corn oil vehicle (10 to 15 rats/group/
sex). The study included a 4-week
recovery period to assess the persistence
or reversibility of any toxic effects. At
the end of the 4-week treatment period,
toxic effects were seen in four target
organs: Testes, epididymis, spleen, and
liver. The no-observed-effect-level in
this study was 100 mg/kg/day for both
males and females. Toxic effects
appeared reversible in the animals
necropsied after the 4-week recovery
period with the exception of marked
epididymal hypospermia at the 1,000
mg/kg/day dose (5/5 animals).

The clinical relevance of this animal
toxicity study is difficult to assess.
Padimate O was administered
chronically and at very high oral doses.
Under normal use conditions, sunscreen
drug products containing padimate O
are applied topically and used
intermittently. In addition,
pharmacokinetic parameters were not
calculated and the different routes of
administration (oral in this study versus
topical for sunscreen products) preclude
calculation of a “‘safety margin’’ on the
basis of dose per unit of body weight or
surface area. Similarly, kinetic data are
not available for a comparison of serum
levels of drug or metabolites. Literature
searches indicate no published
information on the Kkinetics of padimate
O with topical application in man. If
percutaneous absorption of padimate O
does occur in man, it seems likely that
the peak and/or cumulative levels
achieved with sunscreen usage would
be quite low compared to the systemic
exposure achieved in this animal
toxicity study. Further, it is not known
whether the irreversible epididymal
hypospermia found in the 1,000 mg/kg/
day group would also be reversible with
more time.

The agency has determined that this
study does not present sufficient data to
exclude padimate O from the final
monograph and that an adequate safety
margin exists for its use as an OTC
sunscreen ingredient.

19. Two comments submitted safety
and/or efficacy data to support Category
| status for micronized titanium dioxide
(Refs. 9 and 10). One comment stated
that micronized titanium dioxide is not
a new material but is a selected
distribution of existing material that
provides higher SPF values while being
transparent and esthetically pleasing on

the skin. The comments added that
micronized titanium dioxide meets all
safety and efficacy criteria and also
meets the USP specifications for purity
except pure water content.

Another comment asserted for the
following reasons that micronized
titanium dioxide is a new ingredient
with several unresolved safety and
efficacy issues: (1) It does not meet the
definition of a sunscreen opaque
sunblock, (2) there is no control of
particles to agglomerate, which is
critical to effectiveness, (3) no standards
exist to ensure integrity of coatings, (4)
there are no performance-based
standards of identity; micronized
titanium dioxide is not included in the
USP, (5) its photocatalyst potential, and
(6) the potential for the smaller particle
size to accumulate under the skin.

The agency finds the data with the
comments supportive of monograph
status for micronized titanium dioxide.
Acute animal toxicity, irritation,
sensitization, photoirritation,
photosensitization, and human repeat
insult patch and skin penetration
studies revealed no deleterious effects.
SPF values for four product
formulations containing from 4.4 to 10
percent micronized titanium dioxide
were from 9 to 24 and support
effectiveness as a sunscreen ingredient.

The agency is aware that sunscreen
manufacturers are using micronized
titanium dioxide to create high SPF
products that are transparent and
esthetically pleasing on the skin. The
agency does not consider micronized
titanium dioxide to be a new ingredient
but considers it a specific grade of the
titanium dioxide originally reviewed by
the Panel. Fairhurst and Mitchnick (Ref.
11) note that “fines” have been part of
commercially used titanium dioxide
powders for decades, and that a
micronized product simply refers to a
refinement of particle size distribution.
Based on data and information
presented at the September 19 and 20,
1996, public meeting on the
photobiology and photochemistry of
sunscreens (Ref. 12), the agency is not
aware of any evidence at this time that
demonstrates a safety concern from the
use of micronized titanium dioxide in
sunscreen products. While micronized
titanium dioxide does not meet the
proposed definition of a sunscreen
opaque sunblock, the agency has not
included the use of this term in the final
monograph (see section Il.L, comment
52 of this document). The potential for
titanium dioxide particles to
agglomerate in formulation, which
could result in lower SPF values, is
addressed by the final product SPF test.
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The SPF data that the agency reviewed
(Ref. 9) did not indicate such a problem.
Micronized titanium dioxide meets
current USP monograph specifications
for titanium dioxide with the exception

that the material contains more
associated water. In both the July
through August 1996 and 1998 issues of
the Pharmacopeial Forum (Refs. 13 and
14), the United States Pharmacopeial
Convention published in-process
revision proposals to make the
monograph for titanium dioxide more
applicable to ingredients used in
sunscreen drug products. The agency
will work with the USP in the future to
update this monograph as necessary.

20. One comment stated that it is
unnecessary to set the maximum limit
of titanium dioxide at 25 percent.

The Panel discussed the safety and
effectiveness of 2 to 25 percent titanium
dioxide in the ANPRM (43 FR 38206 at
38250) and the agency concurred with
the Panel’s findings in the tentative final
monograph (58 FR 28194 at 28295). The
comment submitted no data and the
agency has no data to support the use
of titanium dioxide in sunscreen drug
products at concentrations higher than
25 percent.

D. Comments on Dosages for Sunscreen
Drug Products

21. Several comments objected to the
minimum concentration requirements
for sunscreen active ingredients when
used in combination because they: (1)
Are a less effective measurement of
effectiveness than a performance based
SPF test, (2) impact on creativity and
innovation of new formulations
(technological advances since
publication of the 1978 ANPRM have
resulted in higher SPF values using
lower concentrations of active
ingredients), (3) increase potential for
irritation and allergic reactions due to
unnecessarily high concentration levels
of active ingredients, (4) contradict
FDA'’s position that the lowest effective
dose of an active ingredient be used to
produce the desired treatment effect, (5)
result in higher manufacturing and
consumer costs due to unnecessary
levels of active ingredients, and (6)
affect international harmonization
because Canada, Australia, and the
European Union have no concentration
minimums for active ingredients when
used in combination.

One comment petitioned the agency
to amend proposed § 352.20 of the
tentative final monograph to include a
provision for formulating combination
sunscreen products at lower minimum
concentrations. Two comments
submitted efficacy data to support lower
concentrations of sunscreen active

ingredients when used in combination.
One comment (Ref. 15) submitted in
vitro SPF testing data for several
different combinations. Although these
data showed a statistically significant
increased efficacy for lower than
minimum concentrations, they were not
predictive of the SPF values that would
be obtained with human testing and,
therefore, were not used to support
lower concentrations of sunscreen
active ingredients when used in
combination. The other comment (Ref.
16) submitted in vivo SPF testing data
conducted according to the procedure
proposed in the tentative final
monograph (58 FR 28194 at 28298 to
28301) in which a selected cross section
of active ingredients were tested in pairs
by substituting water or the solvent
system for the active ingredients. The
data were evaluated using a matched
pairs comparison statistical hypothesis
test procedure and demonstrated that
concentrations of sunscreen active
ingredients lower than the minimum
concentrations proposed in
§352.20(a)(2) for combination products
can provide a significant contribution to
product effectiveness.

The agency recognizes that
technological advances in sunscreen
formulation technology since 1978 have
resulted in the ability to formulate
products with lower concentrations of
active ingredients and higher SPF
values. The agency also recognizes that
final product testing, and not the
concentration of the active ingredients
in the combination, ensures product
effectiveness.

Due to the recent advances in
sunscreen formulation and the data
referenced previously, the agency is
concerned that setting minimum
concentration requirements for active
ingredients in sunscreen combination
drug products could subject consumers
to unnecessary levels of active
ingredients. Therefore, the agency is
only requiring the maximum
concentration limits in § 352.10 for
sunscreen active ingredients when used
in combination with another sunscreen
or when the combination is used with
any other permitted active ingredient.
However, any such ingredient used in
combination with one or more
sunscreen active ingredients must be
consistent with the regulations in
§330.10(a)(4)(iv), i.e., each of the
combined active ingredients must make
a contribution to the claimed effect, the
combining of active ingredients must
not decrease the safety or effectiveness
of any individual active ingredient, and
the combination must provide rational
concurrent therapy for a significant
proportion of the target population.

Although the agency needs assurance
that each ingredient is contributing to
the effectiveness of the product, it does
not want to impose unnecessary testing
requirements on sunscreen product
manufacturers. Therefore, the agency is
removing the minimum concentration
requirement for sunscreen active
ingredients proposed in §352.20 and is
adding the requirement that: (1) The
concentration of each active sunscreen
ingredient used in a combination
product must be sufficient to contribute
a minimum SPF of not less than 2 to the
finished product, and (2) the finished
product must have a minimum SPF of
not less than the number of the
sunscreen active ingredients used in
combination multiplied by 2.

E. Comments on Labeling and Testing
Procedures for UVA Sunscreen Drug
Products

22. In the sunscreen tentative final
monograph (58 FR 28194 at 28232 and
28233), the agency proposed to allow
claims relating to “‘broad spectrum
protection” or “UVA radiation
protection” for sunscreen products: (1)
Containing sunscreen active ingredients
with absorption spectra extending to
360 nm or above, and (2) that
demonstrate meaningful UVA radiation
protection using appropriate testing
procedures to be developed. The agency
received numerous comments
concerning such claims and current
scientific evidence implicates UVA
radiation as a major cause of, among
other things, photoaging of the skin
(Refs. 17 through 20).

In the Federal Register of September
16, 1996, and October 22, 1998, the
agency proposed a specific skin damage
and premature skin aging claim for
sunscreen products containing specific
concentrations of avobenzone or zinc
oxide based upon the submission of
data to support claims of UVA radiation
protection in such products. The agency
will address comments pertaining to
measurement of UVA radiation
protection in sunscreen products and
related UVA radiation protection claims
in a future issue of the Federal Register.
Until then, UVA labeling may continue
in accord with the tentative final
monograph and its amendments.

F. General Comments on the Labeling of
Sunscreen Drug Products

23. Several comments requested that
products containing sunscreen
ingredients as an adjunct to their main
purpose (e.g., a daily moisturizer or a
lipstick with a sunscreen) be considered
**secondary sunscreens” (intended only
for incidental or casual sun exposure),
and should be subject to different
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labeling requirements from “‘primary”’
sunscreen products. A number of
comments likewise contended that some
of the labeling requirements for “‘beach”
or “primary” sunscreen products are not
appropriate for ““‘non-beach’” or
‘“‘secondary” sunscreen products.

For example, the comments stated
that neither the proposed
“Recommended Sunscreen Product
Guide” nor any other references to
sunburn or sunburn protection should
be required for secondary sunscreens.
Some suggested that the warnings be
reduced for secondary sunscreens to a
statement such as “‘For external use
only, keep out of eyes. Discontinue use
if signs of irritation appear.” One
comment recommended that the
statement of identity for a secondary
sunscreen should be its cosmetic
function, e.g., “‘moisturizer.” Another
recommended stating the primary
(cosmetic) function first, then the
secondary (drug) function, e.g.,
“moisturizing face cream with
sunscreen (or with SPF
sunscreen).”

The comments also suggested that
secondary products be permitted to bear
certain labeling claims relating to aging,
such as “Helps reduce the chance of
skin aging caused by incidental (or
casual) exposure to the sun,” or “Helps
reduce premature aging from incidental
(or casual) exposure to the sun.” Some
also requested the option of being
allowed to relate skin aging claims
directly to sun exposure, to inform
consumers more clearly that sun
protection is not the primary attribute of
the product, e.g., “‘Provides moisture to
facial skin throughout the day while
protecting facial skin from skin aging
due to exposure to sun.” Other
comments recommended that the
proposed “Sun alert” statement or other
references to ‘‘skin cancer’ or other
cancers should not be required for
secondary products.

On the other hand, the agency also
received comments opposing the idea of
recognizing “primary’’ and ‘““secondary”’
or ““beach’” and ““non-beach” categories
of sunscreen products. One comment
stated that any product containing a
sunscreen for the purpose of protection
from the sun’s harmful effects should be
held to the same standards as other
sunscreen products. Another comment
disagreed with the idea of allowing
different sets of claims for “primary”’
and “‘secondary’’ products. According to
this comment, claims such as “Helps
reduce the chance of skin aging” are
drug claims and should be regulated as
such. Finally, one comment stated that
any sunscreen product (primary or
secondary) must have an SPF of 15 to

30 or higher to provide adequate
protection, whether for continuous
beach exposure or everyday (incidental)
sun exposure.

The agency agrees that all sunscreen
products (whether drug only or drug-
cosmetic) should be held to the same
standards (e.g., active ingredient(s),
testing requirements, and labeling).
Regardless of what type of product a
consumer chooses for sun protection,
the essential information relevant to sun
protection is the same. Thus, to ensure
that consumers are adequately protected
from overexposure to the sun, all
products intended for use as sunscreens
should have similar labeling
requirements, irrespective of their
method of use and irrespective of
whether the sunscreen use is considered
primary or secondary to the product.
Consistent with this approach, the
agency has developed uniform,
streamlined labeling for all sunscreen
products (see sections Il.I through II.L of
this document).

The agency also notes, however, that
a number of the labeling issues raised in
these comments, including the issue of
the “Recommended Sunscreen Product
Guide,” are addressed elsewhere in this
document. In addressing these issues,
the agency gave careful consideration to
the wide variety of products marketed
for sunscreen uses.

Finally, the agency notes that under
the recently issued standardized OTC
drug product labeling format (8§ 201.66
(21 CFR 201.66)), manufacturers will
not be allowed to commingle drug and
cosmetic claims within the “Drug Facts”
portion of the labeling.

24. One comment requested
clarification of the agency’s discussion
of the term “‘anti-aging’ as a claim or as
part of a trade name (58 FR 28194 at
28287). The comment was concerned
that products containing no sunscreen
active ingredients and no sunscreen
claims, but which are sold under ‘“‘anti-
aging” trade names, would be subject to
regulation under the OTC drug
sunscreen monograph.

The use of “‘anti-aging” language in a
product that made no sunscreen claims
and contained no sunscreen active
ingredients would not, as the comment
asked, cause the product to fall within
the scope of the OTC sunscreen drug
monograph. Such a product may,
however, be subject to regulation as a
drug and as a new drug, under section
201(g)(1) and (p) of the act, or as a
cosmetic under section 201(i), or as both
a drug and a cosmetic, depending upon
all of the circumstances surrounding its
distribution. A product that is marketed
under the final OTC sunscreen drug
monograph, but which uses anti-aging

language in the labeling to suggest or
imply an unapproved therapeutic or
physiologic effect, would likely be
subject to regulatory action as an
unapproved new drug (58 FR 28194 at
28286 to 28287; see comments 37 and
38 in section Il.1 of this document).

25. Three comments contended that
the terms “natural,” ‘““non-chemical,”
and “chemical free” are false and
misleading in the labeling of OTC
sunscreen drug products. The comments
requested the agency to restrict the use
of these terms, especially for sunscreen
products containing titanium dioxide
and zinc oxide.

Generally, the appropriateness of
these terms requires case-specific
analysis to determine whether their use
would render the product false or
misleading in any particular (see
sections 502(a) and 602(a) of the act).
The agency notes, however, that the use
of the terms *““non-chemical’” and
“chemical-free” in the labeling of an
OTC sunscreen drug product, to
describe the ingredients contained in
the product, is likely to be considered
unacceptable. Sunscreen drug products
contain active (and often inactive)
ingredients that have been obtained
through a chemical process, or that have
been formulated into the finished
product through a chemical process.
The term **natural’’ is more likely to
require context-specific analysis,
particularly when used in labeling to
describe certain cosmetic aspects or
uses of a sunscreen product. The term
“natural,” however, would not be
permitted to appear within the required
OTC drug labeling of a sunscreen
product and is not considered to be
interchangeable with any of the final
sunscreen monograph language.

26. Four comments opposed any
labeling that a sunscreen product ““does
not provide UVA protection,”
contending that FDA'’s policy does not
require disclaimers of broader purposes
for which products are not useful. One
comment added that an SPF 15 product
must block UVA radiation to be
effective in preventing sunburn.

Two comments argued that a
“negative warning” would be useful and
necessary to warn and protect
consumers and suggested ‘““Does not
provide broad spectrum UVA
protection,” or ““Caution: This product
does not provide protection from the
recognized dangers of UVA rays which
may contribute to skin cancer and other
chronic skin disease.”

Labeling should primarily direct
consumers towards the purposes for
which a product is considered useful.
However, in establishing the conditions
for the safe and effective use of an OTC
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drug product, the agency also must take
into account, among other things, the
context in which a product is
customarily marketed and the potential
that consumers may use the product for
a use for which it may not be beneficial
(see sections 201(n) and 502(a) of the
act; §330.10(a)(3)).

With these factors in mind, the agency
will further evaluate whether *“‘negative
warnings’ or disclosure statements are
needed when it completes the UVA
portion of the sunscreen monograph in
a future issue of the Federal Register.

27. Four comments contended that
the signal words “Indications” and
“Directions” are not needed, take up
valuable label space, and should either
not be required or be optional,
especially for sunscreen-containing drug
products that have some ““traditional”
cosmetic uses (e.g., lipsticks).

The agency allows the signal word
“Use” or “Uses” in place of
“Indication” or “Indications.” This
short signal word is useful for
consumers, appropriate for dual use
products, and does not clutter label
space. Likewise, the agency concludes
that the signal word “‘Directions” is
useful for consumers and does not
clutter label space (64 FR 13254 at
13264 to 13268, March 17, 1999). The
agency is including § 352.52(f) in this
final monograph to provide labeling
modifications for sunscreen products
that meet the small package
specifications in §201.66(d)(10) and are
labeled for use on specific small areas
of the face (e.g., lips, nose, ears, and/or
around eyes). These products include
many traditional cosmetics (e.g., lipstick
or eye makeup) that may contain
sunscreens. These products will be
allowed to present a condensed ““Uses”
section and may omit directions for use
if they are marketed in a lipstick form.

28. One comment requested that the
monograph include professional
labeling for both UVB and UVA
radiation protection to assist health
professionals to select appropriate
products. The comment recommended
inclusion of the absorption spectrum of
each sunscreen in the product and
suggested that the labeling include
information that the product: (1)
Protects against drug-induced
photosensitization reactions induced by
UV radiation intheranges ___ nm to
_____nm, and (2) other truthful and
nonmisleading statements describing
both UVB and UVA radiation protection
against photosensitization reactions.

The agency did not propose
professional labeling in the tentative
final monograph, but did ask for data to
be submitted (58 FR 28194 at 28210 and
28245). No data were received. The

agency will consider including this type
of professional labeling in the
monograph in the future when specific
supportive data are provided.

G. Comments on Sunscreen Drug
Products With High SPF Values

29. Numerous comments objected to
the proposed maximum SPF value of 30
for OTC sunscreen drug products. The
comments requested either that the
agency adopt no limit or a limit of SPF
50, for the following reasons: (1) UV
radiation exposure is increasing due to
both lifestyle changes and depletion of
the atmospheric ozone layer, (2) skin
cancer rates are increasing and there is
no safe threshold to prevent cancer, (3)
people using an SPF 30 sunscreen will
have slight sunburn after receiving their
30 MED and therefore should have
available sunscreens with higher SPF
values, (4) high SPF sunscreens are
needed for extremely sun-sensitive
people during periods of unavoidable
intense or lengthy sun exposure, and
because of less than ideal usage by
consumers due to misjudging of their
skin type and/or inadequate/infrequent
application, (5) there is a significant
variation of skin types, sensitivities, and
UV radiation exposures among people,
(6) formulation techniques can increase
SPF values without necessarily
increasing ingredient concentrations, (7)
current information does not support an
association between high SPF products
and safety concerns, and (8) high SPF
products provide for greater relative
exposure times and decreased UV
radiation transmission. Three comments
(Refs. 21, 22, and 23) submitted
supporting data.

Some comments stated that “High
SPF” (i.e., above SPF 30) products are
on the market and used by consumers,
and that limiting SPF values would
stifle sunscreen product development
and preventative health benefits. Other
comments argued that sunscreens with
high SPF values provide increased
protection from ultraviolet radiation
effects such as
photoimmunosuppression and are
needed by those with *“‘dermatological
problems.”

In contrast, some comments
supported the agency’s proposal to limit
SPF values to 30 to stop the promotional
“bidding war”’ or “*horsepower race.”
Another comment contended that real
consumer benefit is achieved through
appropriate balance of SPF,
substantivity, UVA radiation protection,
irritation potential, and cost, whereas
SPF values above 30 provide only
“incremental benefit” and an
unnecessary increase in drug exposure.

The data provided by the comments
in support of allowing numerical values
above 30 were of only limited use. Data
from a field survey of 62 sunbathers on
Miami’s South Beach during July 1993
(Ref. 21) did not provide any reliable
conclusions on the frequency or extent
of solar overexposure by light-skinned
individuals or a benefit provided by
sunscreen products with an SPF value
above 30 as: (1) The sample size was
small and the survey population did not
represent a random sample, (2) the MED
was not determined under controlled
conditions or standardized procedure,
and (3) full-day UVB radiation exposure
was based on crude extrapolation of
weather data.

Data from MED determinations on
1,332 people with skin types I, Il, and
111, and UV radiation data for the month
of June 1974 in 5 cities in the United
States (Ref. 22), support the contention
that a sizeable population may exist that
is at risk to more than 30 MED’s of UV
radiation per day. However, the data are
insufficient for extrapolation to the
general population. The small sample
size in this study limits the sensitivity
of the study and the study population
did not represent a random sample.

Finally, data from animal studies (Ref.
23) showed that: (1) Limiting sunscreen
protection to SPF 30 may not be prudent
if UV radiation damage is not related to
SPF; (2) a greater amount of sunscreen
is needed to completely inhibit some of
the nonerythemogenic damage caused
by UV radiation, and (3)
nonerythemogenic effects (e.g.,
photoimmunosuppression) occur with
suberythemal doses of UV radiation (as
can be obtained with the use of low or
high SPF sunscreens). While the agency
agrees that higher SPF values may
provide for greater relative exposure
times, the SPF test is not the appropriate
measurement of protection from
nonerythemogenic damage because SPF
is only a measure of erythema. The
agency finds that the data from these
studies were not sufficient to either
support or dismiss limiting the
maximum SPF value in this final rule.

The agency continues to agree with
the comments about overall increases in
both UV radiation exposure (58 FR
28194 at 28223), skin cancer rates (58
FR 28194 at 28227), and the variation of
skin types, sensitivities, and UV
radiation exposures among people (58
FR 28194 at 28222). The agency also
agrees with the comment that a person
using an SPF 30 sunscreen could have
a slight sunburn after being exposed to
their 30 MED (i.e., after their skin
receives a MED). However, the agency
continues to believe that an SPF 30
sunscreen product provides adequate
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protection for the majority of consumers
even under extreme conditions, less
than ideal usage, or in varying weather
conditions (58 FR 28194 at 28225).

On the other hand, the agency is also
aware that many OTC sunscreen
products with SPF values above 30 are
currently marketed and are increasingly
used by consumers. Numerous
comments from health professionals,
consumers, and industry provide actual
use information in support of SPF
values above 30 for what may be a
substantial number of sun-sensitive
people in this country. Further, as
numerous comments noted: (1) There is
a lack of data to correlate higher than
SPF 30 sunscreen products with
corresponding safety problems, and (2)
modern formulation techniques have
resulted in higher SPF values using
lower active ingredient concentrations.

Because of the numerous concerns
from health professionals, new data to
support the need for SPF values above
30, and the lack of data concerning
safety problems with such SPF values,
the agency concludes that OTC
sunscreen drug products with SPF
values above 30 should be available for
those sun-sensitive consumers who
require such products based upon
personal knowledge of their skin’s
susceptibility to sunburn, experience
with specific products, planned sun
exposure, or the recommendation of a
health professional. The agency agrees
with the comments that higher SPF
values generally can provide for greater
relative exposure times and decreased
UV radiation transmission. However,
the agency continues to believe that the
additional sunburn protection provided
by an SPF 30 sunscreen and, e.g., an
SPF 50 sunscreen (i.e., abouta 1.3
percent increase in absorption of
erythemal UV radiation) is extremely
small for most people. The agency is
also concerned about the ability of
current testing methods to accurately
and reproducibly determine SPF values
for high SPF products (see section I1.M,
comment 53 of this document). In
addition, nonlinearity of the SPF rating
system is a concept difficult to explain
in the limited space on a product label.
Therefore, the agency concludes that the
label SPF declaration for sunscreens
with SPF values above 30 should be
limited to one collective term, which
appears in §352.50(a) of this document
as follows: “For products with SPF
values over 30. “‘SPF 30" (select one of
the following: “plus” or “+’"). Any
statement accompanying the marketed
product that states a specific SPF value
above 30 or similar language indicating
a person can stay in the sun more than
30 times longer than without sunscreen

will cause the product to be misbranded
under section 502 of the Federal Food,
Drug, and Cosmetic Act (the act).”

Numerous comments from
dermatologists asked that a specific SPF
50 product be allowed to remain on the
market because it is needed for the
“ultrasensitive patient’” and for patients
with “dermatological problems.” The
agency has previously discussed the use
of high SPF sunscreen drug products to
protect consumers with photosensitivity
diseases (58 FR 28194 28225) and the
need to provide data for such uses (see
section Il.F, comment 28 of this
document) as the absorption spectrum
of a specific product, not necessarily the
SPF, may be the more clinically
significant factor for such people.

As discussed previously in this
comment 29 of section I1.G of this
document, the agency has concluded
that the use of SPF label values above
30 in OTC drug products is not
supported at this time. The agency,
however, invites interested persons to
continue developing the test methods
needed to measure high SPF values, and
to submit the data in support of such
methods to FDA. If test methods are
developed, the agency also invites
interested persons to consider proposed
methods for communicating in labeling
the level of protection associated with
high SPF values (given the nonlinear
nature of the SPF rating system). These
and other well-supported improvements
to the methodology for accurately and
reproducibly measuring SPF values will
be addressed, as appropriate, in future
issues of the Federal Register. Until
then, OTC sunscreen drug products are
permitted to be labeled with SPF values
no higher than 30+’ or ““30 plus.”

Finally, the agency does not agree
with the argument that limiting SPF
values would stifle sunscreen product
development and preventative health
benefits. Undue emphasis for sunburn
protection should not be placed upon
SPF value alone (i.e., ‘‘single focus
products™). As noted by another
comment, consumer benefit is achieved
through appropriate balance of several
factors, including substantivity, UVA
radiation protection, and irritation
potential.

H. Comments on Water Resistant
Labeling and Testing for Sunscreen
Drug Products

30. One comment agreed and several
disagreed with proposed
§352.52(e)(2)(iii) and (e)(3)(iii)
concerning sweat resistant claims based
upon water resistance testing instead of
a specific sweat resistance test. One
comment submitted data from two
sweat resistance studies and two water

resistance studies (Ref. 24) utilizing
methods proposed by the Panel in the
ANPRM (43 FR 38206) and involving a
total of 117 subjects. The comment
concluded that the water resistance test
is less stressful than the sweat resistance
test.

The agency does not find the data
submitted in the studies sufficient to
support the comment’s contention. The
studies each comprised distinct subject
populations and addressed a single
variable, i.e., the effect of water
exposure or induced sweating on a
product’s SPF. Therefore, a comparison
of mean SPF values across studies is not
the appropriate measure of relative
“‘stress’” associated with these variables.
The agency believes that a randomized,
two-period crossover study design in a
single patient population would better
have addressed the comment’s
contention. Further, the Panel’s sweat
and water resistance protocols provide
qualitative information and were not
designed to provide comparative
assertions requiring valid statistical
inferences. Thus, the agency is allowing
water and sweat resistant claims based
upon the water resistance test
procedures in 8§ 352.76 of this
document.

31. One comment contended that the
“water resistant” labeling proposed in
§352.50(b)(1) and (c)(1) should not be
required for products labeled or
purchased for uses other than
swimming or bathing.

The agency notes that the water
resistance statements referenced by the
comment were not required unless the
manufacturer wished to make water
resistant claims in the labeling of its
sunscreen products. This final rule also
will not require a manufacturer to make
a water resistance claim for its
sunscreen product, even if the product
is determined to be water resistant.
However, a manufacturer wishing to
make water resistance claims must
comply with §8352.50(b) or (c) and
352.52(b)(1)(ii) or (b)(1)(iii) of this
document, as applicable for “‘water
resistant” or ““very water resistant”
products.

32. Several comments urged the
agency to return to the *‘waterproof”
and “‘water resistant” label claims
proposed by the Panel and to limit the
labeled SPF value to only the SPF after
water resistance testing. Another
comment requested only general
guidelines for claims such as “water
resistant” or “‘sweat resistant’’ on the
basis that such claims reflect the
inherent characteristics of specific
formulations and not sunscreen
ingredients.
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The agency thoroughly discussed use
of the terms “‘waterproof” and “‘water
resistant” in the tentative final
monograph (58 FR 28194 at 28228). The
comments did not present any
arguments or data that the agency did
not previously consider. In addition, the
agency points out that performance
claims such as these for OTC sunscreen
drug products are based on final
product formulation.

The agency agrees with the comments
that the more relevant SPF value for
products labeled “‘water resistant” or
“very water resistant” is the SPF value
of the final product formulation
following water resistance testing.
Therefore, in this document the agency
is limiting the SPF label declaration to
the SPF after water resistance testing
and is modifying the testing procedures
in §352.76 to reflect deletion of the
proposed dual SPF testing requirement
for sunscreen products with water
resistant claims.

33. Two comments suggested that
“water resistant” labeling be permitted
for drug products retaining at least 80
percent of their SPF value after static
testing in pools and that any product
meeting this criterion could also be
labeled ““sweat proof.”” The comments
further suggested that the term “very
water resistant” should be permitted for
products retaining 90 to 98 percent of
their SPF after testing.

The agency disagrees with the
comments. Simple immersion provides
neither an aqueous shear stress nor
thermal challenge, and thus is an
inadequate assessment of water
resistance. In addition, no justification
was offered for the respective threshold
values of 80 percent and 90 to 98
percent.

34. Several comments contended that
the water resistance testing procedures
in §352.76 should be amended to allow
for continuation of the water exposure
regimen beyond the 80 minute total and
suggested that the *‘very water resistant”
claim be expanded beyond 80 minutes
for products meeting such testing
requirements. One comment provided
data (Ref. 24) to support extended water
resistance claims. Another comment
also proposed a testing protocol (Ref.
25) for an additional claim of
“rubproof”’ or *“‘abrasion proof.”

The agency does not concur with an
expansion of the “‘very water resistant”
claim. Although data submitted by the
comment (Ref. 24) show that under
testing conditions products may retain
their SPF values for up to 270 minutes
of water exposure, no usage data were
presented to refute the Panel’s
determination of an 80 minute upper
exposure limit (58 FR 28194 at 28277).

In addition, the agency believes that for
consumers to compare products with
multiple performance characteristics, a
labeling claim of “‘very water resistant”
is best supported by a uniform testing
standard. Should the agency receive
data in the future indicating customary
usage patterns in excess of 80 minutes
of water exposure, it will reconsider this
limit.

35. One comment disagreed with the
agency’s proposal in the tentative final
monograph (58 FR 28194 at 28278) that
manufacturers determine the waiting
periods for the most effective use of
their sunscreen products (i.e., the time
between application and exposure to the
sun or water, if applicable). This
information would then be included in
the directions for the product. The
comment asserted there is no reason to
require a ‘““time versus efficacy” study
for every sunscreen formula because
studies show that products maintain
their efficacy for up to 8 hours.

In the tentative final monograph, the
agency did not propose a specific
method or testing procedure for the
determination of a proper waiting
period because of the variation in
sunscreen product dosage forms and
formulations. Instead, the agency
allowed manufacturers to make this
determination. However, the agency did
propose in §352.52(d)(2) that a waiting
period before sun or water exposure, if
applicable, be included in the labeling
of sunscreen products for their most
effective use. In this final rule, the
agency has included the requirement for
a waiting period in the sunscreen
product application statement in
proposed §352.52(d)(1) for the reasons
stated in the tentative final monograph
(58 FR 28278). The agency continues to
allow the manufacturer to determine
both the necessity for this statement
(based on the product’s formulation and
dosage form) and how the waiting
period, if applicable, is determined.

I. Comments on Indications for
Sunscreen Drug Products

36. One comment urged the agency to
more strongly state the effectiveness of
sunscreens (a specific claim was not
suggested). The comment cited a
controlled study of a broad spectrum,
SPF 17 sunscreen on 431 Caucasian
subjects over one summer in Australia
(Ref. 26). The study showed that the
group using the sunscreen had
significantly fewer solar keratoses and
more remissions than the control group.
Another comment expressed concern
that use of the term “*help prevent skin
damage” may mislead consumers to
think that these products prevent skin
cancer and premature skin aging.

The agency agrees that solar keratoses
are a clinical sign of skin damage.
However, although sunscreens are
associated with a statistically significant
decrease in solar keratoses after 1 or 2
years, the solar keratoses reduction in
this study was small and neither the
clinical nor biological significance of
this reduction has been established.
Most solar keratoses never become skin
cancers and typically resolve
spontaneously (Refs. 27 and 28).

Because of the wide variability
possible in the formulation of sunscreen
products, not all sunscreen products are
identical in their UV radiation
absorption characteristics. Sunscreen
products may contain active ingredients
that absorb in different regions of the
UVB radiation spectrum (the primary
cause of sunburn) or absorb in both the
UVB and different regions of the UVA
radiation spectrum. Therefore, even the
degree/type of UV radiation protection
reported in one study using a specific
sunscreen formulation may not be
relevant to all possible sunscreen
products within the scope of this final
monograph. Further, the agency does
not believe that it is prudent to
extrapolate claims for skin cancer or
skin aging based upon a test designed to
only measure erythema (i.e., the SPF
test).

The agency has reviewed information
concerning the mechanisms of skin
cancers and photoaging. UV radiation
appears to have a dual role in the
induction of skin cancers as it can cause
several varieties of direct DNA damage
(Refs. 23 and 29 through 32) plus
suppress the immune response to
developing skin cancers (Refs. 33
through 37). This immune suppression
may be a critical variable as skin
cancers, unlike other cancer types,
evoke a strong immune response
(especially by Langerhans cells and T-
lymphocytes) (Ref. 38). In photoaging,
there are multiple sites in the skin that
can be damaged by UV radiation (Ref.
17). For example, recent studies support
the concept that specific UV radiation-
induced enzymes (i.e., matrix
metalloproteinases) can mediate
connective tissue damage and result in
the premature aging effects seen in skin
exposed to UV radiation (Refs. 19 and
20). These data also suggest that these
mechanisms of carcinogenesis and
photoaging can occur from doses of UV
radiation below that required to produce
sunburn (i.e., suberythemal doses).
Thus, even if no sunburn has occurred
with the use of a sunscreen, the
consumer cannot assume that sun-
induced skin damage that might
contribute to the eventual development
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of skin cancer or signs of photoaging has
not occurred.

The agency agrees with the comment
that terms such as “‘help prevent skin
damage” may mislead consumers to
think that sunscreen use alone will
prevent skin cancer and premature skin
aging. However, the agency believes that
an appropriate statement can be used to
inform consumers that sunscreens may
reduce the risks of skin aging, skin
cancer, and other harmful effects from
the sun when used in a regular program
that includes limiting sun exposure and
wearing protective clothing (see section
Il.L, comment 51 of this document).

37. Several comments expressed
concern that the statements *“Allows
you to stay in the sun up to (insert SPF
of product up to 30) times longer than
without sunscreen protection’ and
“Provides up to (insert SPF of product
up to 30) times your natural protection
from sunburn” in proposed
§352.52(b)(1)(iii) and (b)(1)(iv) may
mislead consumers as to the amount
and degree of protection sunscreen
products provide. The comments were
concerned that this message will convey
a more expansive meaning than
intended and that consumers might be
misled about how long they can stay in
the sun without risking any sun-
induced skin injury. One comment
expressed additional concern because
the SPF value is only a laboratory test
of a few minutes duration.

One comment also objected to the
unqualified use of terms such as
“shields from,” “protects from,”
“filters” or “‘screens out” the ““sun’s
rays,” “sun’s harsh rays,” or “‘sun’s
harmful rays” to ‘“‘help prevent skin
damage” proposed in 8 352.52(b)(1)(v)
and (b)(1)(vi). The comment expressed
concern that these unqualified terms
could imply complete protection from
the sun’s harmful rays and may mislead
consumers by inducing a false sense of
security when using sunscreen
products.

As discussed in section 1l.I, comment
36 of this document, the agency believes
that sunscreen use alone will not
prevent all of the possible harmful
effects due to the sun. Variation
between individuals, UV radiation
absorption and substantivity of
sunscreen products, exposure
conditions, and conditions of use
cannot promise a precise result for each
individual. Thus, the agency agrees that
these statements could provide the
wrong message and a false sense of
security to some consumers. The agency
therefore is not including proposed
§352.52(b)(1)(iii) through (b)(1)(vi) in
this final rule and considers these and
similar statements to be nonmonograph.

For the same reasons, the agency also
considers extended wear claims
concerning a specific number of hours
of “protection” (or similar terminology)
or an absolute claim such as “all-day
protection” to be nonmonograph.
Instead, the agency is including an
accurate, simpler, and less confusing
indication statement in this final rule
using two bulleted statements under the
“Uses’ heading, as follows: “[bullet]
helps prevent sunburn’ and “‘[bullet]
higher SPF gives more sunburn
protection”.1

38. Several comments contended that
terms such as “‘skin aging,”
“wrinkling,” *““premature skin aging,” or
“photoaging” should be permitted as
indications for sunscreens, especially if
protection is provided in the UVA 1l
(320 to 340 nm) radiation region. One
comment suggested that a label claim
such as ““Helps reduce the chance of
skin aging caused by incidental (or
casual) exposure to the sun” may help
to further position the product as a
cosmetic for consumers. The comment
also suggested an indication statement:
“Excessive, chronic sun exposure can
lead to premature photoaging of the
skin, characterized by drying, wrinkling
and thinning of the skin. Regular use of
a sunscreen can help protect against this
condition.”

The agency discussed the use of terms
such as “‘skin aging,” “wrinkling,”
“premature skin aging,” or
“photoaging” on sunscreen products in
the tentative final monograph (58 FR
28194 at 28236 and 28287). As
discussed in the response to comments
36 and 37, the agency has determined
that the labeling should describe the
product’s use in preventing sunburn. A
more expansive set of indications is
currently unsupported. The agency
notes, however, that the final “‘Sun
alert” statement (discussed in section
I1.L, comment 51 of this document) does
provide the consumer with information
about the role of sunscreens in reducing
skin aging, in a context that ensures that
the information will not be misleading.
The agency, however, is continuing to
consider whether certain sunscreens
may provide protection against
photoaging (58 FR at 28287) and has
discussed this in tentative final
monograph amendments for certain
sunscreens containing avobenzone or
zinc oxide based upon specific data
submitted to the agency (see section II.E,
comment 22 of this document). The
agency will evaluate this issue further
when it completes the UVA portion of
the sunscreen monograph, in a future
issue of the Federal Register.

1See §201.66(b)(4)

39. Several comments contended that
the extensive labeling proposed in the
tentative final monograph was
excessive. For environmental concerns,
the comments objected to the use of
extra packaging materials as a method of
including added labeling. One comment
disagreed with the need for a specific
statement of product indications on
individual units of non-beach products
properly labeled with an SPF value, and
cited limitations on labeling space. The
comment suggested that manufacturers
be given the option to provide off-
package information at the point-of-sale
rather than be required to place the
statement(s) on each individual unit of
the product.

To balance the environmental and
regulatory concerns, the agency has
streamlined labeling in this final
monograph by significantly reducing the
amount of required labeling and making
optional other labeling that was
proposed as required in the tentative
final monograph. The agency is also
including § 352.52(f) in this final
monograph to provide for additional
labeling accommodations for sunscreen
products that meet the small package
specifications in §201.66(d)(10) and are
labeled for use on specific small areas
of the face (e.g., lips, nose, ears, and/or
around eyes) (see section IV, comment
6 of this document).

J. Comments on Warnings for Sunscreen
Drug Products

40. One comment asked the agency to
permit reduced warning statements for
lip balm products containing sunscreens
based on their safe market history. The
comment argued that lip balms are not
applied to the eye area, and thus
extensive eye warnings are not required.
Two comments cited the long history of
safe use of lipstick products containing
sunscreens and suggested the reduced
warning, ‘“‘Discontinue use if signs of
irritation appear.”

The agency discussed its rationale for
proposing an eye warning for sunscreen-
containing lip balms in comment 52 of
the tentative final monograph (58 FR
28194 at 28229 to 28232), noting that
some lip balms could be used on other
areas of the face. However, the agency
has received neither data concerning
adverse reactions due to the use of
sunscreen-containing lip balms near the
eyes, nor information that such products
are normally used in the eye area. These
products also are consistent with the
factors described in the final OTC
standardized content and format
labeling rule (64 FR 13254 at 13270) for
considering additional labeling
modifications. Accordingly, this final
monograph allows sunscreen-containing



27678

Federal Register/Vol. 64, No. 98/Friday, May 21, 1999/Rules and Regulations

lipsticks to omit the eye warning in
proposed §352.52(c)(1)(i). As discussed
in Section 11.J, comment 42 of this
document, the wording of this warning
is modified in this final monograph. For
lip balms, the agency expects to adopt
the same modification when it issues
the final monograph on OTC skin
protectant drug products.

The proposed warning in
§352.52(c)(1)(iii) is now stated as a
bullet under the **Stop use and ask a
doctor if” subheading as follows:
“[bullet] rash or irritation develops and
lasts.” This warning appears in
§352.52(c)(1)(ii) in this document.
Finally, lipsticks (and lip balms, which
will be addressed in the final
monograph on OTC skin protectant drug
products) will not be required to bear
the “For external use only” warning.
Accordingly, in this final monograph,
§352.52(c)(2) allows lipsticks to omit
the warning in § 201.66(c)(5)(i).

41. One comment requested that an
eye irritancy warning need not be
required for products that contain
titanium dioxide as the sole active
ingredient. The comment stated that
titanium dioxide is an inert inorganic
oxide (and thus is chemically distinct
from all other Category | sunscreen
active ingredients, which are organic
compounds) and is an FDA approved
color additive for the eye area in both
drugs and cosmetics. The comment
argued that determination of eye
irritancy should be based on total
product formulation. A second
comment concurred that the labeling for
inorganic sunscreens, which are not eye
irritants, should be differentiated from
organic sunscreens, which may be
irritants in the eye.

The agency agrees that the eye
warning (proposed in §352.52(c)(1)(ii))
is based on total formulation, not simply
presence of an ingredient. The agency’s
rationale was discussed in comments 52
and 62 of the tentative final monograph
(58 FR 28194 at 28229 to 28232 and
28241). Accordingly, this final
monograph requires all sunscreen-
containing drug products to bear the eye
warning in § 352.52(c)(1)(i). Only
products formulated as a lipstick (and
lip balms, which will be addressed in
the final monograph on OTC skin
protectant drug products) may omit this
warning (see § 352.52(c)(3) of this
document). The agency will consider
omitting the eye warning requirement
for a particular formulation if data
submitted in an NDA deviation
(8330.11 (21 CFR 330.11)) from the
sunscreen monograph demonstrate it is
not an eye irritant.

42. One comment suggested restating
the proposed warnings in § 352.52(c)(1)

more concisely, as follows: “For
external use only. Keep out of eyes. If
contact occurs, rinse thoroughly with
water. If irritation or rash occurs,
discontinue use. Consult a doctor if
problem persists.”

Since the tentative final monograph
was published, the agency has
published a final rule revising the
format and content requirements for
OTC drug product labeling (64 FR
13254). Section 201.66(c)(5)(i) requires
the warning “‘For external use only” for
all topical drug products not intended
for ingestion. Therefore, it is not
necessary to state that warning in this
document and the warning in proposed
§352.52(c)(1)(i) is not included in this
final monograph. The agency is
shortening the proposed warning in
§352.52(c)(1)(ii). This warning appears
in 8352.52(c)(1)(i) in this document as
a bullet under the “When using this
product” subheading as follows:
“[bullet] keep out of eyes. Rinse with
water to remove.” The agency is stating
the proposed warning in
§352.52(c)(1)(iii) as a bullet under the
““Stop use and ask a doctor if”
subheading as follows: “[bullet] rash or
irritation develops and lasts.” This
warning appears in § 352.52(c)(1)(ii) in
this document. Section 201.66(c)(5)(x)
requires the ““Keep out of reach of
children’” and accidental ingestion
warning set forth in 21 CFR 330.1(g) for
these products.

43. One comment contended that the
proposed warning about swallowing in
§352.52(c)(1)(i) would not be needed for
so-called secondary sunscreen products
because adults using these products
(which, according to the comment, have
traditionally been marketed as
cosmetics) would know not to ingest
them.

As discussed in section 11.J, comment
42 of this document, the warning
proposed in §352.52(c)(1)(i) has been
superseded by the warning required by
§201.66(c)(5)(i). The new required
warning no longer contains the
statement about not swallowing the
product.

K. Comments on Directions for
Sunscreen Drug Products

44. Two comments stated that the
proposed directions in 8 352.53(d)(4) for
lipsticks and make-up preparations are
unnecessary because these products are
marketed primarily for their cosmetic
uses, which are self-evident. One
comment contended that it is unlikely
that consumers will modify their habits
of lipstick application and usage simply
because the product contains a
sunscreen. The other comment argued
that failure to follow directions for these

products is unlikely to have serious
consequences.

The agency has determined that
directions for use in the labeling of
lipstick products containing sunscreens
would provide minimal benefit to
consumers and the omission of a
directions statement is not likely to have
serious consequences (see section I1.J,
comment 40 of this document).
However, the agency believes that
directions would be useful for make-up
products containing sunscreens because
of the wide variety of make-up products
that are available. Therefore, the agency
is revising proposed § 352.52(d)(4) to
read: ““For products formulated as a
lipstick. The directions in paragraphs
(d)(1) and (d)(2) of this section are not
required.” The agency expects to
finalize the same modifications for lip
balm products when it finalizes the
monograph for OTC skin protectant
drug products.

45. Several comments contended that
the proposed direction, “Children under
2 years of age should use sunscreen
products with a minimum SPF of 4, is
misleading and has no scientific basis.
Some comments stated that the
direction implies that an SPF 4 may be
adequate for children and noted that the
Skin Cancer Foundation advises use of
SPF 15 or higher for both children and
adults. The American Academy of
Dermatology questioned why children
should not have the benefit of a more
highly protective sunscreen. Other
comments suggested that this direction
should only be required for products
with an SPF lower than 4 because it
would be nonsensical and a waste of
label space on products with higher SPF
values.

The agency agrees with the comments
that this direction could mislead parents
into believing SPF 4 is adequate for
children under 2 years of age. Therefore,
the agency concludes it is not
appropriate and is not including it in
§352.52(d) in this document.

46. One comment stated that the
words, “‘adults and children 6 months of
age and over” in proposed 8§ 352.52(d)(1)
are unnecessary because there is a
separate statement, ““‘Children under 6
months of age: consult a doctor.”
Another comment suggested that
lengthy directions for use by children 6
months to 2 years of age are not
appropriate for many product types
(e.g., a daily facial moisturizer with a
sunscreen) and should be revised to
“For adult use only.” Another comment
added that when “‘For adult use only”
is used, then warning and cautionary
statements concerning use by children
would not be needed.
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The agency agrees with the comment
that the statement, “Children under 6
months of age: consult a doctor,”
provides sufficient information
regarding the age limit for use and is
retaining it under §352.52(d) as a bullet
with a small modification as follows:
“[bullet] children under 6 months of
age: ask a doctor”. Therefore, the agency
is removing the phrase, “Adults and
children 6 months of age and over.” The
proposed directions for children 6
months to 2 years of age referred to by
the comments in § 352.52(d)(1), (d)(2),
(d)(3), and (d)(5) stated: “Children
under 2 years of age should use
sunscreen products with a minimum
SPF of 4.” As discussed in section I1.K,
comment 45 of this document, the
agency concluded that this direction
was misleading and did not include it
in §352.52(d) in this document. The
agency finds it unnecessary to include
the direction *‘For adult use only” in
this document because there are only
two age groups in the directions:
Children under 6 months of age and all
other users of the product.

47. One comment argued that the
direction “apply generously” may be
responsible for some skin irritation
complaints from consumers. However,
the comment did not provide data to
support its position. The comment
contended that application of smaller
amounts of sunscreen may provide
adequate coverage, but that in the case
of sun protection, it may be best to err
on the generous side. Another comment
maintained that applying too little
sunscreen may significantly lower
protection in a geometric rather than a
linear fashion, e.g., an SPF 25 sunscreen
applied half as thick as the amount
applied for the SPF test may only have
the effect of SPF 8.

The agency agrees with the comments
that adequate sunscreen should be
applied to achieve full labeled SPF
protection. Therefore, the agency
concludes that the directions in
§352.52(d)(1) of this final monograph to
apply “liberally’ or “generously”
convey the appropriate message to
ensure that consumers adequately apply
the sunscreen.

48. One comment stated that the
agency should permit firms to provide
reapplication instructions based on
substantiation information the firm
possesses. The comment noted that
some products may not need to be
applied as frequently as some select
time period.

The agency is including a general
reapplication direction in §352.52(d)(2).
Manufacturers who have data to support
reapplication instructions based on
specific substantiation information may

submit that information for approval via
an NDA deviation as provided in
§330.11.

L. Comments on Product Performance
Statements for Sunscreen Drug Products

49. Several comments recommended
revisions to proposed & 352.52(e), the
statement on product performance. For
example, some comments suggested that
multiple superlative category
designations (e.g., “*high,” “‘very high,”
and ““ultra high”’) may foster consumer
confusion about the level of protection
each SPF provides. Other comments
stated that the current SPF scale does
not encourage consumers to use higher
SPF products. Other comments
disagreed with the indication “permits
no tanning.”

The agency has revised proposed
§352.52(e) in this document by
condensing the five proposed product
categories to three broader ones, and has
generalized the category designations.
The new categories are: minimal
sunburn protection for products with
SPF 2 to under 12; Moderate sunburn
protection for products with SPF 12 to
under 30; high sunburn protection for
products with SPF 30 or above. These
product category designations (PCD)
should appear under the “Other
information” heading and may also
appear on the PDP. Further, products
are now described as providing
minimal, moderate, or high protection
against tanning, thus deleting the
reference to tanning prevention that was
proposed in § 352.52(b)(2)(v)(B).

50. Many comments opposed the
“recommended sunscreen product
guide” in proposed § 352.52(¢e)(4). Some
comments noted that the guide is
incomplete because it only considers
skin type and not duration of exposure,
season, geographic location, and other
factors that influence choice of product.
Other comments stated that the guide is
deceptive and may encourage
inappropriate use of lower SPF’s for
protection. Several comments stated
that labeling for many products is too
small to accommodate the guide. Other
comments suggested that information in
the guide should be disseminated to
consumers through point of sale,
television, and weather programs, rather
than being required in product labeling.

The agency recognizes that various
factors influence the purchase of a
sunscreen product, including skin type,
geographic location, hours exposed to
the sun, and sun reflections. While the
product guide was intended as a general
guidance for using these products, the
agency acknowledges that the guide is
incomplete and could be confusing and
misleading to consumers. Accordingly,

the agency is not including the
recommended sunscreen product guide
in this document.

51. Many comments requested that
the “Sun alert” in proposed
§352.52(e)(6) be voluntary instead of
required labeling and suggested this
information could better be
disseminated at the point of purchase or
through consumer education programs.
Some comments stated that the **Sun
alert” is too weak and suggested
alternate language. One comment
observed that the ““Sun alert” fails to
warn consumers that UV radiation may
harm the immune system, impairing the
body’s ability to fight infectious disease.
The comment did not provide data to
support this claim.

The agency agrees that the *“Sun alert”
should be optional on product labeling.
Further, the agency has reevaluated the
“Sun alert” and concludes that its
purpose should be to describe the role
of sunscreens in a total program to
reduce harmful effects from the sun.
Marks (Ref. 39) has noted that
sunscreens ‘‘are normally recommended
for use as an adjunct to other
protection,” such as clothing, hats, and
avoidance of the sun near midday. The
agency agrees with this concept, as do
many researchers (Ref. 40), the
American Academy of Dermatology
(Ref. 41), Centers for Disease Control
(Ref. 41), and the Governments of
Australia and New Zealand (Ref. 42).
For this reason, the agency has revised
the “Sun alert” to include other
protective actions consumers can take,
and has clarified possible results. The
agency is including skin cancer in the
“*Sun alert” instead of the body’s ability
to fight infectious disease because, to
date, skin cancer is the best documented
adverse effect of UV radiation on the
immune system (Ref. 43). Accordingly,
§352.52(e)(2) in this document provides
the following optional “Sun alert,”
which should appear under the “Other
information’” heading and may also
appear on the PDP: ““Limiting sun
exposure, wearing protective clothing,
and using sunscreens may reduce the
risks of skin aging, skin cancer, and
other harmful effects of the sun.” The
agency encourages sunscreen
manufacturers to voluntarily include
this “Sun alert” in the labeling and to
otherwise make it available at point of
purchase and through consumer
education programs.

52. Several comments suggested that
the term ““sunblock,” proposed in the
definition in §352.3(d) and as a labeling
statement for products containing
titanium dioxide that provide an SPF of
12 to 30 in §352.52(¢)(5), not be
included in the final monograph. Some
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comments argued that the term is
unclear and may mislead and confuse
consumers into thinking that the
product blocks all of the sun, when in
fact it does not. One comment stated
that no product available totally blocks
sun damage. Numerous other comments
contended that the term **sunblock™
should be applied to all sunscreen
ingredients that provide an SPF of 12 or
higher, as such products block at least
90 percent of the sun’s UV rays. One of
the comments submitted a study (Ref.
44) to show that micronized titanium
dioxide absorbs short wavelength UV
radiation and reflects and scatters long
wavelengths, thereby functioning
similarly to chemical UVB radiation
sunscreens. The comment contended
that the method in which micronized
titanium dioxide performs as a
sunscreen active ingredient further
justifies the use of the term *‘sunblock”
for all sunscreen products with an SPF
of 12 or higher.

The agency has decided not to
include the term “‘sunblock’ in the final
monograph and now considers this term
nonmonograph. The agency’s intention
in the tentative final monograph was to
provide information to consumers on
the method of product performance, not
to imply greater protection from using a
product labeled as a “‘sunblock.” The
agency is concerned that the term
“*sunblock’ on the label of sunscreen
drug products will be viewed as an
absolute term which may mislead or
confuse consumers into thinking that
the product blocks all light from the
sun. For example, consumers might
view an SPF 15 product labeled as a
sunblock as superior to a product
labeled as an SPF 30 broad spectrum
sunscreen. As nonmonograph labeling,
the term ““sunblock’ cannot appear
anywhere in product labeling.

In addition, the proposed definition of
“‘sunscreen opaque sunblock” in
§352.3(d) applied only to titanium
dioxide and is inconsistent with how
micronized titanium dioxide functions
as an sunscreen active ingredient (Ref.
44). Further, it is the radiation from the
UV portion (290 to 400 nm) of the sun’s
spectrum that reaches the earth’s surface
and may produce skin erythema,
melanogenesis, and cancer. The agency
believes that claims of protection
beyond 400 nm (i.e., protection from
visible and infra red light) are
nonmonograph and not within the
scope of this document. Therefore, to
provide clear and consistent labeling,
the agency is not including proposed
88 352.3(d) and 352.52(e)(5) in this
document.

M. Comments on Testing Procedures for
Sunscreen Drug Products

53. Several comments questioned the
ability of current testing methods to
accurately and reproducibly determine
SPF values for high SPF products. Some
comments contended that the spectra of
currently used solar simulators
(especially around 290 nm and above
350 nm) could cause overestimation of
SPF for high SPF sunscreens and
recommended use of a specifications
table that provided percent of erythemal
contribution by wavelength regions.
Other comments submitted data in
support of a high-SPF sunscreen control
following concerns expressed by the
agency in the proposed rule (58 FR
28194 at 28253 and 28254) that data
were not sufficient to demonstrate that
the testing methods used to evaluate
sunscreen drug products with SPF
values up to 15 are equally applicable
to evaluating sunscreen drug products
with SPF values above 15. Several
comments submitted data and
information that questioned the ability
of current testing methods to accurately
and reproducibly determine SPF values
for high SPF products and requested
significant changes to proposed subpart
D of §352.70. Other comments
requested changes to the testing
procedures proposed in subpart D of the
sunscreen monograph that were
unrelated to products with high SPF
values.

The agency believes that the test
method proposed in the tentative final
monograph (TFM), for measuring SPF
values up to 30, represents at this time
a straightforward, well-understood, and
sound method for measuring these
values. The agency therefore is
finalizing the method proposed in the
TFM. The agency recognizes, however,
that testing methods in this area are
evolving and that a number of
comments raised useful ideas for
proposed improvements in the accuracy
and reproducibility of the agency’s
methodology. As discussed in response
to comment 29 of section I1.G of this
document, the agency is also inviting
interested persons to continue working
on improving SPF testing methods,
toward the development of accurate
methods for measuring high SPF values.
In future issues of the Federal Register,
if appropriate, the agency will consider
proposed improvements to its testing
methodology.

54. One comment contended that the
calculation of erythema effective
exposure (E) serves no practical purpose
in the calculation of SPF because the E
constant is common to both the
numerator and denominator of the

equation. Another comment stated that
the definition of E is incorrect because
it is defined as ““dose” (Joules/square
meter (m2)) on the left side of the
equation E = X V; (A) * | (A), whereas the
right side of the equation is in terms of
irradiance (Watts/m2). The comment
also stated that the unit of time
exposure (seconds) is missing on the
right side of the equation.

The agency acknowledges that this
calculation is not technically necessary
if the solar simulator emission spectrum
does not change between exposures to
protected and unprotected skin. The
same result can then be obtained by
measuring the difference (i.e., ratio) in
time required to produce erythema on
protected versus unprotected skin.
However, the agency finds that the
calculation of E provides valuable
information and is necessary to
demonstrate how the MED was
determined during SPF testing. The
agency agrees with the comment
concerning the missing variable of time
(in seconds) in the calculation of E and,
accordingly, has modified the equation
in 8 352.73 of this document to read as
follows: “E=ZVi(A) * I (A) * texp”

I11. Recent Developments

In the Federal Register of October 22,
1998, the agency proposed to amend the
tentative final monograph to include
zinc oxide as a single ingredient and in
combination with any proposed
Category | sunscreen active ingredient
except avobenzone. Two comments
supported the proposal. One comment
disagreed with the agency’s exclusion of
avobenzone from combinations with
zinc oxide. Two of the comments urged
the agency to expeditiously review and
approve a citizen petition (Ref. 45) to
recognize this combination.

The agency has informed the
petitioner that it is unable to approve
the combination without appropriate
UVA radiation effectiveness data to
demonstrate the UVA radiation
protection potential of zinc oxide in
combination with avobenzone (Ref. 46).
The agency will reconsider this
combination for monograph status upon
receipt of the appropriate data.

This final rule includes monograph
conditions for zinc oxide as a sunscreen
active ingredient at concentrations up to
25 percent when used alone or in
combination with any monograph
sunscreen active ingredient except
avobenzone.

IV. Additional Changes

1. The agency has determined that for
an active ingredient to be included in an
OTC drug final monograph it is
necessary to have publicly available
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chemical information that can be used
by all manufacturers to determine that
the ingredient is appropriate for use in
their products. Compendial monographs
include an ingredient’s official name,
chemical formula, and analytical
chemical tests to confirm the quality
and purity of the ingredient. These
monographs establish public standards
for the strength, quality, purity, and
packaging of ingredients and drug
products available in the United States.

In the Federal Register of June 8,
1994, FDA deleted digalloyl trioleate,
ethyl 4-[bis(hydroxypropyl)]
aminobenzoate, glyceryl aminobenzoate,
lawsone with dihydroxyacetone, and
red petrolatum from the tentative final
monograph due to the lack of interest in
establishing USP compendial
monographs for these ingredients.
Lawsone with dihydroxyacetone
subsequently remained under agency
consideration due to increased interest
by manufacturers in establishing a
compendial monograph. Of the 18
remaining sunscreen active ingredients
under consideration in the tentative
final monograph (58 FR 28194 at 28295,
amended at 61 FR 48645 and 63 FR
56584), 16 (aminobenzoic acid,
avobenzone, cinoxate, dioxybenzone,
homosalate, menthyl anthranilate,
octocrylene, octyl methoxycinnamate,
octyl salicylate, oxybenzone, padimate
O, phenylbenzimidazole sulfonic acid,
sulisobenzone, titanium dioxide,
trolamine salicylate, and zinc oxide)
currently have compendial monographs.
Two (diethanolamine
methoxycinnamate and lawsone with
dihydroxyacetone) do not have a current
or proposed compendial monograph.

The agency is including in § 352.10 of
this document the 16 sunscreen active
ingredients that currently have a
compendial monograph. The agency is
reserving the appropriate paragraphs in
proposed § 352.10 for the two active
ingredients without compendial
monographs in case a monograph is
developed for either ingredient.
Dihydroxyacetone has been proposed
for a compendial monograph, but none
has been proposed for lawsone. Because
these two active ingredients are used in
conjunction, lawsone must have a
compendial monograph in order for
lawsone with dihydroxyacetone to be
included in the sunscreen final
monograph.

2. The agency has revised proposed
§352.52(b) in response to comments
requesting reduction, streamlining, and
flexibility of sunscreen labeling and in
accordance with new data reviewed by
the agency (see section I1.1 of this
document). The agency has revised
proposed §352.52(b)(1) by: (1) Deleting

references to any other indication
except that pertaining to the prevention
of sunburn (see section Il.lI, comment 37
of this document), (2) adding (in
§352.52(b)(2) of this final rule) guidance
on SPF selection due to simplification
of the PCD in proposed § 352.52(e)(1)
and deletion of the Recommended
Product Guide in proposed
§352.52(e)(4) (see section II.L,
comments 49 and 50 of this document),
and (3) deleting the quantitative claims
(i.e., ““up to (insert SPF of product up to
30) times™) and terms such as ‘‘screens,”
“shields,” etc., concerning sunburn
protection throughout proposed
§352.52(b) (see section Il.I, comment 37
of this document).

3. The tentative final monograph
allowed reduced labeling directions on
sunscreen products if formulated as a
make-up preparation, lipstick, lip balm,
or skin preparation and labeled with
claims relating only to the prevention of
“lip damage,” ““freckling,” or “‘uneven
coloration.”” Because there is no
convincing evidence that SPF testing
predicts protection from anything but
sunburn (see section Il.I, comment 36 of
this document), the agency is not
including proposed § 352.52(b)(1)(v),
(b)(1)(vi), (d)(4), and (d)(5) in this
document. The agency will consider
including such claims in the monograph
when specific supportive data are
provided or a specific clinically relevant
final formulation test is developed.

4. Numerous comments requested
deletion of the dual SPF testing of water
resistant products in proposed
§352.50(b)(2) and (c)(2). The agency
agrees with the comments (see section
I1.H, comment 32 of this document) and
has revised proposed 88§ 352.50(b)(2)
and (c)(2) and 352.76 to require only the
SPF value after water resistant testing.
Further, the agency has modified and
made optional the reapplication
directions in proposed §8§ 352.52(d)(1)
and (d)(2) (see section II.K, comment 48
of this document). These changes to
proposed §352.52(d) provide flexibility
by allowing manufacturers to expand on
reapplication information necessary for
specific sunscreen formulations and by
equalizing requirements between
products with and without water
resistance claims and between
sunscreen drug and drug-cosmetic
products. Thus, the water resistance
labeling in §352.52(b)(1)(ii) and
(b)(2)(iii) of this document should also
serve as a directive for reapplication of
the product. In summary, for products
making water and/or sweat resistance
claims, the agency has modified and
combined water resistance statements
formerly in proposed § 352.52(e)(2),
(€)(3), (d)(1), and (d)(2) into

§352.52(b)(1)(ii) and (b)(1)(iii) in this
document.

5. The agency has modified references
to “tanning” and “‘prolongs exposure
time” in proposed § 352.52(b)(2) by
combining the PCD claim in
§352.52(e)(1) of this document with
either the phrase *‘protection against
sunburn” or ‘““protection against
sunburn and tanning.” Based upon
current information, the agency believes
that the terms proposed in the tentative
final monograph could send the wrong
message relative to the dangers of even
suberythemal UV radiation exposure
and give consumers a false sense of
security concerning sun exposure and
sunscreen use. The agency has reduced
and simplified the other optional,
additional indications in proposed
§352.52(b)(2) to reflect a modified,
simpler, combined version of the PCD in
proposed §352.52(e)(1) (see section II.L,
comment 49 of this document) and the
“Recommended Product Guide” in
proposed § 352.52(e)(4) (see section II.L,
comment 50 of this document). Because
the agency has deleted reference to use
of the term “Sunblock’ in proposed
section §8352.52(e)(5) (see section II.L,
comment 52 of this document), it has
deleted reference to ‘‘Reflects the
burning rays of the sun” in proposed
§ 352.52(b)(3) for the same reasons.

6. Several comments requested
labeling exemptions or flexibility for
packages that are too small to
accommodate all required information.
Some comments specifically requested
flexible labeling for products based
upon their intended use, such as
lipsticks and lip balms.

As discussed in the final rule
establishing standardized format and
content requirements for the labeling of
OTC drug products (64 FR 13254 at
13267 to 13268 and 13289), the agency
has established specifications for small
packages in §201.66(d)(10). The agency
also stated in the final labeling rule that
it will consider additional approaches
for accommodating certain small-
package products in their respective
OTC drug monograph proceedings.

The agency considers the required
OTC drug labeling information essential
for the safe and effective use of these
products and important to consumers
for selection of an appropriate product.
Nevertheless, the agency agrees that
excessive labeling requirements may
discourage manufacturers from
marketing certain products, such as
lipsticks or lip balms containing
sunscreens, which provide significant
public health benefit.

In this OTC drug rulemaking, the
agency has included several
accommodations for products such as



27682

Federal Register/Vol. 64, No. 98/Friday, May 21, 1999/Rules and Regulations

lipsticks (and lip balms, which will be
addressed in the final monograph on
OTC skin protectant drug products),
taking into consideration the intended
uses of these products, the limited areas
to which these products are applied,
and the overall safety profile of these
products, and other factors described in
the final OTC labeling rule (64 FR 13254
at 13270). The agency is including
§352.52(f) in this document to provide
for labeling modifications for sunscreen
products that meet the small package
specifications in §201.66(d)(10) and are
labeled for use on specific small areas
of the face (e.g., lips, nose, ears, and/or
around eyes).

7. The agency has revised §8§ 700.35
and 740.19 (21 CFR 700.35 and 740.19)
in response to comments requesting
clarification on whether certain
products will be subject to regulation as
drugs (see section I1.B, comments 8
through 11 of this document). Section
700.35 has been revised to make clear
that, generally, products that make sun
protection claims, whether express or
implied, are subject to regulation as
drugs. Only those products that contain
a sunscreen ingredient solely for a
nontherapeutic, nonphysiologic use
(e.g., as a color additive, or to protect
the color of the product such as in a nail
polish or hair coloring product) (see 58
FR at 28205), and which include a
labeling statement that accurately
describes that use, may be marketed as
cosmetic products. Section 740.19 has
been revised to make clear that the term
“suntanning preparations’ does not
include products intended to provide
sun protection or otherwise to affect the
structure or any function of the body.
Suntanning preparations include gels,
creams, liquids, and other topical
products that are intended to provide
cosmetic effects on the skin while
tanning through exposure to UV
radiation (e.g., moisturizing or
conditioning), or that are intended to
give the appearance of a tan by
imparting color through the application
of approved color additives (e.g.,
dihydroxyacetone) without the need for
exposure to UV radiation (i.e., sunless
tanning products).

V. Conclusion

The agency is issuing a final
monograph establishing conditions
under which OTC sunscreen drug
products are generally recognized as
safe and effective and not misbranded;
16 ingredients listed in §352.10 are
currently a monograph condition. Any
drug product labeled, represented, or
promoted for use as an OTC sunscreen
drug that contains any of the
nonmonograph ingredients listed in

§310.545(a)(29), or that is not in
conformance with the monograph (21
CFR part 352), may be considered a new
drug within the meaning of section
201(p) of the act and misbranded under
section 502 of the act. Such a drug
product cannot be marketed for OTC
sunscreen use unless it is the subject of
an approved application under section
505 of the act (21 U.S.C. 355) and 21
CFR part 314 of the regulations. An
appropriate citizen petition to amend
the monograph may also be submitted
in accord with 21 CFR 10.30 and
§330.10(a)(12)(i). The agency will
address sunscreen active ingredients
that have foreign marketing experience
and data at a future time. Any OTC
sunscreen drug product initially
introduced or initially delivered for
introduction into interstate commerce
after the effective date of the final rule
for §310.545(a)(29) or this document
that is not in compliance with the
regulations is subject to regulatory
action.
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VII. Analysis of Impacts

FDA has examined the impacts of this
final rule under Executive Order 12866,
the Regulatory Flexibility Act (5 U.S.C.
601-612), and the Unfunded Mandates
Reform Act (2 U.S.C. 1501 et seq.).

Executive Order 12866 directs agencies
to assess all costs and benefits of
available regulatory alternatives and,
when regulation is necessary, to select
regulatory approaches that maximize
net benefits (including potential
economic, environmental, public health
and safety, and other advantages;
distributive impacts; and equity). The
agency believes that this final rule is
consistent with the principles identified
in Executive Order 12866. OMB has
determined that the final rule is a
significant regulatory action as defined
by the Executive Order and so is subject
to review. Under the Regulatory
Flexibility Act, if a rule has a significant
economic impact on a substantial
number of small entities, an agency
must analyze regulatory options that
would minimize any significant impact
of the rule on small entities. Title Il of
the Unfunded Mandates Reform Act
requires that agencies prepare a written
assessment of anticipated costs and
benefits before proposing any rule that
may result in an expenditure in any 1
year by State, local, and tribal
governments, in the aggregate, or by the
private sector, of $100 million (adjusted
annually for inflation) (2 U.S.C. 1532).

Because the rule may have a
significant economic impact on a
substantial number of small entities,
this section of the preamble constitutes
the agency’s Final Regulatory Flexibility
Analysis. Because the rule does not
impose any mandates on State, local, or
tribal governments, or the private sector,
that will result in an expenditure in any
1 year of $100 million or more, FDA is
not required to perform a cost-benefit
analysis according to the Unfunded
Mandates Reform Act.

An analysis of the costs and benefits
of this regulation, conducted under
Executive Order 12291, was discussed
in the tentative final monograph for
OTC sunscreen drug products (58 FR
28194 at 28294). The agency received
only one response to the specific request
for data and comment on the economic
impact of this rulemaking. This
comment discussed the costs that would
result from proposed changes in
sunscreen product labeling and testing
methods. The agency’s review of this
comment is included as follows.

A. Background

The purpose of this document is to
establish conditions under which OTC
sunscreen drug products are generally
recognized as safe, effective, and not
misbranded. The document sets specific
requirements for appropriate
monograph ingredients, labeling format
and content, and SPF value and water
resistant testing. Although the agency

cannot quantify the overall expected
benefits, each provision of the rule will
support the ability of consumers to take
desired protective actions. Monograph
ingredients have been proven safe and
effective assuring the quality of
sunscreen products. This benefits
consumers because it ensures that the
product will provide ingredients that
safely protect against sunburn. The new
product labeling will better inform
consumers about the sunburn protection
provided by the products; and if
manufacturers choose to include the
optional “Sun alert” labeling statement,
the product labeling can reference that
the use of sunscreens may reduce the
risk of skin aging, skin cancer, and other
harmful effects of the sun. These
labeling requirements, in conjunction
with the format requirements of the
OTC uniform labeling rule (64 FR
13254) will provide clearer and more
concise information that will benefit
consumers in at least four ways: (1)
They will increase understanding
regarding the selection of sunscreen
drug products, (2) they will make
product comparison easier, (3) they will
enhance the ability to make informed
decisions regarding product purchases
and proper use, and (4) they will make
it easier to distinguish between
sunscreen drug products that contain
sunscreens and suntanning products
that do not. Finally, the new
requirements for product testing will
assure the accuracy of the SPF value on
the product label. By improving the
accuracy of these ratings, this
requirement will provide further
assurance that consumers receive
adequate sunburn protection.

The rule will require all
manufacturers and distributors (or their
agents) to relabel their OTC sunscreen
drug products to comply with the
monograph language. The labeling of
certain suntanning products that do not
contain sunscreens will need to include
the new required warning statement. In
some cases, the labeling of cosmetics
containing sunscreens for
nontherapeutic, nonphysiologic uses
(e.g., to protect hair from sun damage)
will need to describe the cosmetic role
of the sunscreen ingredient(s). The SPF
of some OTC sunscreen drug products
may need to be retested using the
method described in the final
monograph. In addition, only products
containing the active ingredients
included in this final rule will be
generally recognized as safe, effective,
and not misbranded. Of the 18 active
ingredients under consideration in the
proposed rule, 16 currently have the
required USP/N.F. compendial



27684

Federal Register/Vol. 64, No. 98/Friday, May 21, 1999/Rules and Regulations

monographs. The USP has not received
applications for the remaining two
ingredients. If either of these active
ingredients are not included in the USP
and added to the monograph by May 21,
2001, products containing these
ingredients would need to be
reformulated to replace the
nonmonograph ingredient with a
monograph ingredient, or the product
must be removed from the market.

B. Number of Products Affected

Based on data from FDA'’s Drug
Listing System, the agency estimates
that there are approximately 2,800 OTC
sunscreen drug products (different
formulations, not including products
that differ only by color) and about
12,000 individual stockkeeping units
(SKU’s) (individual products, packages,
and sizes). All of the SKU’s will need to
be relabeled, some will require new SPF
testing, and those products lacking
approved active ingredients will need to
be reformulated to stay on the market.

In addition, certain suntanning
products and certain cosmetic products
containing sunscreens will have to be
relabeled. As FDA'’s Drug Listing System
does not include suntanning products,
the agency used 1995 data from A. C.
Nielsen, a recognized provider of market
data, to estimate that approximately 550
suntanning SKU’s will be affected by
the labeling requirements of this rule.
New labels will also be needed for
cosmetic products that contain a
sunscreen for a nontherapeutic use and
that include the word ‘“‘sunscreen” or
similar terms in product labeling. The
agency is unable to identify the number
of these cosmetic products, but does not
believe that there are a large number of
SKU’s in this category.

C. Cost to Relabel

The relabeling costs for this rule will
be moderated to the extent that
manufacturers coordinate labeling
changes for the final sunscreen
monograph with labeling changes
required by the recent rule establishing
uniform format and content for OTC
drug product labeling (64 FR 13254).
These costs are not discussed in this
analysis, however, because they are

already accounted for in the agency’s
analysis of its OTC drug product
labeling rule. That is, the agency’s
economic analysis of that rule excluded
redesign costs for all OTC drug products
not marketed under current NDA'’s or
current final monographs, explaining
that the agency would attribute all
redesign costs associated with future
final monographs to each final
monograph rule as it published. All
redesign costs for this final sunscreen
monograph therefore are attributed to
this rule alone.

Approximately 12,000 sunscreen drug
SKU'’s will have to be relabeled within
a 2-year implementation period to
comply with the labeling requirements
of this final rule. In addition,
approximately 550 suntanning SKU’s
will have to be relabeled within a 12-
month implementation period. (As
noted previously, FDA could not
estimate the number of cosmetic
products that contain a sunscreen for a
nontherapeutic use and that include the
word ‘“sunscreen’ or similar terms in
product labeling. The agency believes,
however, the relabeling of this group of
cosmetic products will impose a
minimal economic burden because
some of these products already include
the required labeling, and most
manufacturers revise these labels for
marketing considerations more
frequently than the allowed 2-year
phase-in period. Therefore, the agency’s
estimates do not include a cost for
relabeling those products that contain
sunscreens for a nontherapeutic,
nonphysiologic use.)

Frequent labeling redesigns are a
recognized cost of doing business in the
OTC drug industry, particularly for
drug-cosmetic and seasonal products.
Thus, SKU'’s with labels that would
normally be redesigned within the
implementation periods were assumed
to incur no additional costs. The cost for
the remaining SKU’s was calculated as
the lost value of the remaining life-years
of the existing label design. FDA
estimates that labeling for the majority
(90 percent) of the SKU'’s affected by
this final rule are redesigned at least
every 2 years. Of the remaining SKU'’s,

the agency assumes that half would be
redesigned every 3 years and half every
6 years. Because the required labeling
for OTC sunscreen drug products now
includes fewer words than the previous
language and the final rule contains a
number of labeling modifications for
products used on small areas of the face
(which are usually marketed in small
size packages), this rule is not expected
to require manufacturers to increase the
package size or available labeling space.
(Although costs of redesigning labels for
future final monographs were excluded
from FDA's analysis of its OTC drug
product labeling rule, costs for
increased package sizes were considered
in the analysis of impacts for that
regulation (64 FR 13254 at 13283)).

FDA estimated the cost of redesign by
counting only the value of the label-
years that would be lost, after adjusting
for the length of the traditional labeling
cycle. The regulatory cost was
calculated as the product of the number
of SKU'’s, the number of years of
labeling life lost, and the value of each
year of labeling life lost (see 64 FR
13254 at 13278 through 13284).2

Table 1 in section VIII.C of this
document details FDA'’s estimates of the
distribution of relabeling costs resulting
from the final rule. A weighted average
cost to redesign a label of $5,210 per
SKU was used to calculate the
relabeling cost of sunscreen drug
products, whereas a weighted average
cost of $6,620 per SKU was used to
calculate the cost of relabeling
suntanning products. A detailed
description of the cost analysis is on file
with the Docket Management Branch
(Ref. 47). As shown, the total
incremental cost to relabel the
approximately 12,000 sunscreen drug
SKU’s is about $1.5 million, while the
cost to relabel the approximately 550
suntanning SKU’s was about $1.8
million. The greater per SKU cost for
relabeling suntanning products reflects
the shorter, 12-month, phase-in period.
With a shorter phase-in period,
manufacturers are less able to
incorporate labeling changes into
voluntary redesign cycles and, therefore,
lose label inventory.

TABLE 1.—ONE-TIME COST TO RELABEL SUNSCREEN AND SUNTANNING SKU's ($)

Type of Product

Size of Company

Drug

Suntanning

Total Cost

Smallt

2 Mathematically the following formula was used
to calculate the incremental relabeling costs:

Costyx = Z j NxAx(1/x), where j = 1 to (x-y)

Total Costy = Costys + Costys + Costy>

649,283

where:
x = life of labeling in years (2, 3, or 6)
y = phase-in period in years

1,128,700

1,777,983

Nx = number of SKU'’s with labeling life of x
years, and

A, = amortized annual value of labeling with a
life of x years.
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TABLE 1.—ONE-TIME COST TO RELABEL SUNSCREEN AND SUNTANNING SKU'’s ($)—Continued

Type of Product

Size of Company Drug Suntanning Total Cost
Large 860,677 691,800 1,552,477
Total Cost 1,509,960 1,820,500 3,330,460

1 See section VII.G of this document.

The one comment that raised
economic issues in response to the
tentative final monograph expressed
concern about available labeling space
on small packages of sunscreen drug
products. The comment stated that all
text needs to be concise. The agency
considered this comment in developing
the final rule, which contains specific
labeling modifications for small
packages and for sunscreen products
used on small areas of the face (e.g.,
lips, nose, ears, and/or around the eyes).

D. Cost to Retest SPF

FDA is uncertain about the number of
OTC sunscreen drug products that have

not been tested using the monograph
SPF test method. However, the SPF test
method in this document is essentially
the same as the method described in the
proposed rule. If manufacturers have
added new products, made formulation
changes, or otherwise needed to test or
retest the SPF of their products since
1993, they would probably have used
the most current (i.e., the proposed) test
method. Therefore, the agency estimates
that from 15 to 30 percent of the
sunscreen drug products will require
retesting as a result of this document.
The cost of the SPF test varies,
depending on the product claim (water

resistant or very water resistant) and
SPF factor tested, and ranges from
$2,500 to $6,500. On the assumption
that 50 percent of the traditional
sunscreen drug products, and none of
the make-up type sunscreen products,
make water resistant claims, and 50
percent of the products that make water
resistant claims make very water
resistant claims, the estimated weighted
average cost of the SPF test is $3,514.
FDA estimates the total cost of this
requirement, therefore, to range from
$3.1 million to $6.1 millions (see the
following Table 2).

TABLE 2.—ONE-TIME COST TO RETEST SPF ASSUMING 15 PERCENT OR 30 PERCENT COMPLIANCE RATES ($)

Size of Company

15 Percent Non-compli-

30 Percent Non-compli-

ance ance
Small 1,300,000 2,600,000
Large 1,800,000 3,500,000
Total Cost 3,100,000 6,100,000

E. Cost to Reformulate

Reformulation costs will depend on
the number of products, if any, that will
have no active ingredients with
completed USP compendial
monographs by the end of the
implementation period. At the present
time, only two of the active ingredients
being considered do not have a USP
monograph. According to the agency’s
drug listing system, two products,
manufactured by one company contain
one of these ingredients. The agency is
not currently aware of other products in
the marketplace that contain these two
ingredients.

The cost to reformulate a product
varies by the nature of the
reformulation, the type of product, and

the size and complexity of the company.

Because OTC sunscreen drug products
are well characterized topical
formulations, FDA estimates the cost to
reformulate at about $350,000 per
product. Thus, on the assumption that
the manufacturer reformulates rather
than removes the products from the
market, the one-time cost of
reformulation for two products would
be $700,000.

F. Total Incremental Costs

The estimated total one-time
incremental cost of this rule, using the
midpoint of the cost range for retesting
and reformulation is $8.6 million (see
Table 3 of this document). These
estimates are based on 16 of the 18
active sunscreen ingredients under
consideration having USP compendial
monographs. If a USP monograph is

completed for the one ingredient in
these two products or if the two
products are removed from the market,
the cost of reformulation would be
eliminated.

G. Small Business Impact

Based on the analysis of FDA’s drug
listing system and other data described
previously, there are about 180 domestic
companies that manufacture OTC
sunscreen and suntanning products.
Distributors were not assigned costs
because manufacturers of OTC drug
products are usually responsible for
product labeling, testing, and
formulation. Approximately 78 percent
of these firms meet the Small Business
Administration’s definition of a small
entity for this industry (less than 750
employees).

TABLE 3.—TOTAL INCREMENTAL COST TO INDUSTRY ($)

Relabel Products
Size of Company Retest SPFt Reformulation2 Total
Drug Suntanning
Small 670,000 1,100,000 2,000,000 n/a n/a
Large 840,000 700,000 2,600,000 n/a n/a
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TABLE 3.—TOTAL INCREMENTAL COST TO INDUSTRY ($)—Continued

Relabel Products
Size of Company Retest SPF1 Reformulation2 Total
Drug Suntanning
Total Cost 1,510,000 1,800,000 4,600,000 700,000 8,610,000

1 Assumes 22.5 percent noncompliance (midpoint of range)
2 Assumes 2 products would require reformulation

The rule will require manufacturers of
sunscreens to relabel their products.
Some firms will need to retest the SPF
of these products, and one firm may
have to reformulate or remove two
products from the market. Because of
the 2-year implementation period, most
firms will be able to relabel during a
normal relabeling cycle, at no additional
cost. FDA cannot estimate with
certainty the number of small firms that
will need to retest or reformulate their
OTC sunscreen products, but projects
that from 15 to 30 percent of all
products may need to be retested and
that 2 products may need to be
reformulated. Costs will vary by firm,
depending on the type and number of
products requiring relabeling, retesting,
and reformulation. The firm-specific
impact may vary inversely with the
volume of product sales, however,
because per unit costs will be lower for
products with high volume sales. Thus,
the relative economic impact of product
retesting or relabeling may be greater for
small firms than for large firms.

Because of the 2-year phase-in period
allowed for sunscreen drug and drug-
cosmetic products, which allows
manufacturers the flexibility to
incorporate regulatory changes with
voluntary/market-driven changes, the
economic impact of the relabeling
requirement is relatively low
(approximately $3.3 million). However,
for those small companies that may
have to relabel a substantial number of
products, the out-of-pocket costs could
be significant.

Also, the cost to a small company
needing to reformulate a product,
estimated at approximately $350,000
would be significant. This impact may
be moderated by other options available,
which may be more cost effective than
reformulation. For example, a
manufacturer may be able to substitute
other formulations, shift production to a
contract manufacturer with an approved
formulation, or temporarily remove the
product from the market and await the
completion of a USP compendial
monograph for the ingredient. Because
the OTC drug industry is highly
regulated, all firms are expected to have
access to the necessary professional
skills on staff or to make contractual

arrangements to comply with the
paperwork and other requirements of
this rule.

H. Analysis of Alternatives

The agency altered several proposed
regulatory provisions to reduce the
economic burden of this rule on
industry. For example, FDA decreased
the amount of required labeling and
provided small package
accommodations for certain products.
The labeling required by the proposed
rule would have increased the needed
label and/or package size for as many as
90 percent of the sunscreen products.
Such size adjustments could have
imposed estimated additional one-time
relabeling costs of $18 million and
annually recurring costs of $22 million
(see Eastern Research Group, ‘“‘Cost
Impacts of the Over-the-Counter
Pharmaceutical Labeling Rule” (Ref.
48)). Also, in response to the comment
(see section II.H, comment 32 of this
document), the agency has reconsidered
its position on SPF testing of water
resistant and very water resistant
products and eliminated the static test
requirement for these products. As the
average cost of the static test is
approximately $2,800, the estimated
savings to industry due to the
elimination of this test is about
$750,000.

The agency also considered a number
of implementation alternatives to this
final rule. Generally, the agency allows
only a 1-year implementation period for
final monographs. However, because
most sunscreen products are produced
seasonally, the 2-year period will
substantially enhance the ability of the
industry to relabel and reformulate its
products, if necessary, and sell its
existing product inventories. The 2-year
period will also allow sunscreen
manufacturers to coordinate the
required labeling changes with routine
industry-initiated labeling changes and
changes required by the new OTC drug
product labeling final rule (64 FR
13254).

A 3-year implementation period for
sunscreen drug products was
considered, but the agency determined
that a 2-year period provides sufficient
time to allow the required relabeling

and product retesting to be completed.
The agency found that the savings to
industry of delayed implementation
(estimated to be about $845,000) were
not great enough to justify delaying
appropriate use and safety information
to consumers of OTC sunscreen drug
products.

Finally, the agency is providing a 12-
month implementation period for
certain suntanning preparations to add
new warning information. For this
category, consumers may believe that
these products are providing sun
protection when, in fact, they do not.
They may forego using other products
that have been demonstrated to be
effective in providing sun protection,
believing that their tanning product
provides some measure of protection.
Because the new warning for
suntanning preparations presents an
important safety issue that needs to be
conveyed to consumers at the earliest
possible date, the agency considered
requiring a 6-month implementation
period for these products. However,
given the seasonal nature of these
products, the agency was concerned that
some manufacturers may not have
sufficient time to incorporate the
labeling change without disrupting their
production schedules. By providing an
additional 6 months to implement the
change, compliance costs were reduced
by $1.8 million.

VIII. Paperwork Reduction Act of 1995

FDA concludes that the labeling
requirements in this document are not
subject to review by the Office of
Management and Budget because they
do not constitute a “collection of
information” under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501
et seq.). Rather, the labeling statements
are a “‘public disclosure of information
originally supplied by the Federal
government to the recipient for the
purpose of disclosure to the public” (5
CFR 1320.3(c)(2)).

IX. Environmental Impact

The agency has determined that under
21 CFR 25.31(c) this action is of a type
that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
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neither an environmental assessment
nor an environmental impact statement
is required.

List of Subjects
21 CFR Part 310

Administrative practice and
procedure, Drugs, Labeling, Medical
devices, Reporting and recordkeeping
requirements.

21 CFR Part 352

Labeling, Over-the-counter drugs.
21 CFR Part 700

Cosmetics, Packaging and containers.
21 CFR Part 740

Cosmetics, Labeling.

Therefore, under the Federal Food,
Drug, and Cosmetic Act, and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR part 352 is
added and 21 CFR parts 310, 700, and
740 are amended as follows:

PART 310—NEW DRUGS

1. The authority citation for 21 CFR
part 310 continues to read as follows:

Authority: 21 U.S.C. 321, 331, 351, 352,
353, 355, 360b—360f, 360j, 361(a), 371, 374,
375, 379¢; 42 U.S.C. 216, 241, 242(a), 262,
263b-263n.

2. Section 310.545 is amended by
adding paragraph (a)(29), by revising
paragraph (d) introductory text, by
adding and reserving paragraph (d)(30),
and by adding paragraph (d)(31) to read
as follows:

§310.545 Drug products containing
certain active ingredients offered over-the-
counter (OTC) for certain uses.

(a) * * %

(29) Sunscreen drug products.
Diethanolamine methoxycinnamate
Digalloyl trioleate
Ethyl 4-[bis(hydroxypropyl)] aminobenzoate
Glyceryl aminobenzoate
Lawsone with dihydroxyacetone
Red petrolatum
* * * * *

(d) Any OTC drug product that is not
in compliance with this section is
subject to regulatory action if initially
introduced or initially delivered for
introduction into interstate commerce
after the dates specified in paragraphs
(d)(2) through (d)(31) of this section.

* * * * *

(30) [Reserved]

(31) May 21, 2001 for products subject
to paragraph (a)(29) of this section.

3. Part 352 is added to read as follows:

PART 352—SUNSCREEN DRUG
PRODUCTS FOR OVER-THE-
COUNTER HUMAN USE

Subpart A—General Provisions

Sec.
352.1 Scope.
352.3 Definitions.

Subpart B—Active Ingredients

352.10 Sunscreen active ingredients.
352.20 Permitted combinations of active
ingredients.

Subpart C—Labeling

352.50 Principal display panel of all
sunscreen drug products.

352.52 Labeling of sunscreen drug
products.

352.60 Labeling of permitted combinations
of active ingredients.

Subpart D—Testing Procedures

352.70
352.71
352.72

Standard sunscreen.

Light source (solar simulator).

General testing procedures.

352.73 Determination of SPF value.

352.76 Determination if a product is water
resistant or very water resistant.

352.77 Test modifications.

Authority: 21 U.S.C. 321, 351, 352, 353,
355, 360, 371.

Subpart A—General Provisions

§352.1 Scope.

(a) An over-the-counter sunscreen
drug product in a form suitable for
topical administration is generally
recognized as safe and effective and is
not misbranded if it meets each
condition in this part and each general
condition established in 8§ 330.1 of this
chapter.

(b) References in this part to
regulatory sections of the Code of
Federal Regulations are to Chapter | of
Title 21 unless otherwise noted.

§352.3 Definitions.

As used in this part:

(a) Minimal erythema dose (MED).
The quantity of erythema-effective
energy (expressed as Joules per square
meter) required to produce the first
perceptible, redness reaction with
clearly defined borders.

(b) Product category designation
(PCD). A labeling designation for
sunscreen drug products to aid in
selecting the type of product best suited
to an individual’s complexion
(pigmentation) and desired response to
ultraviolet (UV) radiation.

(1) Minimal sun protection product. A
sunscreen product that provides a sun
protection factor (SPF) value of 2 to
under 12.

(2) Moderate sun protection product.
A sunscreen product that provides an
SPF value of 12 to under 30.

(3) High sun protection product. A
sunscreen product that provides an SPF
value of 30 or above.

(c) Sunscreen active ingredient. An
active ingredient listed in § 352.10 that
absorbs, reflects, or scatters radiation in
the UV range at wavelengths from 290
to 400 nanometers.

(d) Sun protection factor (SPF) value.
The UV energy required to produce an
MED on protected skin divided by the
UV energy required to produce an MED
on unprotected skin, which may also be
defined by the following ratio: SPF
value = MED (protected skin (PS))/MED
(unprotected skin (US)), where MED
(PS) is the minimal erythema dose for
protected skin after application of 2
milligrams per square centimeter of the
final formulation of the sunscreen
product, and MED (US) is the minimal
erythema dose for unprotected skin, i.e.,
skin to which no sunscreen product has
been applied. In effect, the SPF value is
the reciprocal of the effective
transmission of the product viewed as a
UV radiation filter.

Subpart B—Active Ingredients

§352.10 Sunscreen active ingredients.

The active ingredient of the product
consists of any of the following, within
the concentration specified for each
ingredient, and the finished product
provides a minimum SPF value of not
less than 2 as measured by the testing
procedures established in subpart D of
this part:

(a) Aminobenzoic acid (PABA) up to
15 percent.

(b) Avobenzone up to 3 percent.

(c) Cinoxate up to 3 percent.

(d) [Reserved].

(e) Dioxybenzone up to 3 percent.

(f) Homosalate up to 15 percent.

(9) [Reserved].

(h) Menthyl anthranilate up to 5
percent.

(i) Octocrylene up to 10 percent.

(j) Octyl methoxycinnamate up to 7.5
percent.

(k) Octyl salicylate up to 5 percent.

(I) Oxybenzone up to 6 percent.

(m) Padimate O up to 8 percent.

(n) Phenylbenzimidazole sulfonic
acid up to 4 percent.

(0) Sulisobenzone up to 10 percent.

(p) Titanium dioxide up to 25 percent.

(q) Trolamine salicylate up to 12
percent.

(r) Zinc oxide up to 25 percent.

§352.20 Permitted combinations of active
ingredients.

The SPF of any combination product
is measured by the testing procedures
established in subpart D of this part.
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(a) Combinations of sunscreen active
ingredients. (1) Two or more sunscreen
active ingredients identified in
§352.10(a), (c), (e), (f), and (h) through
(r) may be combined with each other in
a single product when used in the
concentrations established for each
ingredient in §352.10. The
concentration of each active ingredient
must be sufficient to contribute a
minimum SPF of not less than 2 to the
finished product. The finished product
must have a minimum SPF of not less
than the number of sunscreen active
ingredients used in the combination
multiplied by 2.

(2) Two or more sunscreen active
ingredients identified in § 352.10(b), (c),
(e), (F), (i) through (1), (0), and (g) may
be combined with each other in a single
product when used in the
concentrations established for each
ingredient in §352.10. The
concentration of each active ingredient
must be sufficient to contribute a
minimum SPF of not less than 2 to the
finished product. The finished product
must have a minimum SPF of not less
than the number of sunscreen active
ingredients used in the combination
multiplied by 2.

(b) [Reserved].

(c) [Reserved].

Subpart C—Labeling

§352.50 Principal display panel of all
sunscreen drug products.

In addition to the statement of
identity required in §352.52, the
following labeling statements shall be
prominently placed on the principal
display panel:

(a) For products that do not satisfy the
water resistant or very water resistant
sunscreen product testing procedures in
§352.76. (1) For products with SPF
values up to 30. “SPF (insert tested SPF
value of the product up to 30).”

(2) For products with SPF values over
30. “SPF 30" (select one of the
following: “plus” or “+”). Any
statement accompanying the marketed
product that states a specific SPF value
above 30 or similar language indicating
a person can stay in the sun more than
30 times longer than without sunscreen
will cause the product to be misbranded
under section 502 of the Federal Food,
Drug, and Cosmetic Act (the act).

(b) For products that satisfy the water
resistant sunscreen product testing
procedures in §352.76. (1) (Select one of
the following: “Water,” ‘“Water/Sweat,”
or “Water/Perspiration”) “‘Resistant.”

(2) “SPF (insert SPF value of the
product, as stated in paragraph (a)(1) or
(a)(2) of this section, after it has been
tested using the water resistant

sunscreen product testing procedures in
§352.76).”

(c) For products that satisfy the very
water resistant sunscreen product
testing procedures in § 352.76. (1)
“Very” (select one of the following:
“Water,” ‘“Water/Sweat,” or ‘“Water/
Perspiration’) ““Resistant.”

(2) “SPF (insert SPF value of the
product, as stated in paragraph (a)(1) or
(a)(2) of this section, after it has been
tested using the very water resistant
sunscreen product testing procedures in
§352.76).”

§352.52 Labeling of sunscreen drug
products.

(a) Statement of identity. The labeling
of the product contains the established
name of the drug, if any, and identifies
the product as a ‘‘sunscreen.”

(b) Indications. The labeling of the
product states, under the heading
“Uses,” all of the phrases listed in
paragraph (b)(1) of this section that are
applicable to the product and may
contain any of the additional phrases
listed in paragraph (b)(2) of this section,
as appropriate. Other truthful and
nonmisleading statements, describing
only the uses that have been established
and listed in this paragraph (b), may
also be used, as provided in §330.1(c)(2)
of this chapter, subject to the provisions
of section 502 of the act relating to
misbranding and the prohibition in
section 301(d) of the act against the
introduction or delivery for introduction
into interstate commerce of unapproved
new drugs in violation of section 505(a)
of the act.

(1) For products containing any
ingredient in §352.10. (i) “[bullet]*
helps prevent sunburn [bullet] higher
SPF gives more sunburn protection”.

(if) For products that satisfy the water
resistant testing procedures identified in
§352.76. “[bullet] retains SPF after 40
minutes of”’ (select one or more of the
following: *“‘activity in the water,”
‘““sweating,” or “‘perspiring’).

(iii) For products that satisfy the very
water resistant testing procedures
identified in §352.76. “[bullet] retains
SPF after 80 minutes of”’ (select one or
more of the following: *‘activity in the
water,” *“‘sweating,” or ‘“‘perspiring”’).

(2) Additional indications. In addition
to the indications provided in paragraph
(b)(2) of this section, the following may
be used for products containing any
ingredient in §352.10:

(i) For products that provide an SPF
of 2 to under 12. Select one or both of
the following: [“[bullet]” (select one of
the following: “provides minimal,”
“provides minimum,” “minimal,” or

1See §201.66(b)(4) of this chapter.

“minimum?”) “protection against”
(select one of the following: ‘‘sunburn”
or “‘sunburn and tanning™)], or “[bullet]
for skin that sunburns minimally”.

(ii) For products that provide an SPF
of 12 to under 30. Select one or both of
the following: [“[bullet]” (select one of
the following: “provides moderate” or
“moderate’) ‘“‘protection against’ (select
one of the following: “sunburn” or
“sunburn and tanning’)], or “[bullet] for
skin that sunburns easily”.

(iii) For products that provide an SPF
of 30 or above. Select one or both of the
following: [“[bullet]” (select one of the
following: “provides high” or “high”)
“protection against” (select one of the
following: “sunburn” or ““sunburn and
tanning”)], or “[bullet] for skin highly
sensitive to sunburn”.

(c) Warnings. The labeling of the
product contains the following warnings
under the heading ‘“Warnings:”

(1) For products containing any
ingredient in §352.10. (i) ““When using
this product [bullet] keep out of eyes.
Rinse with water to remove.”

(ii) “Stop use and ask a doctor if
[bullet] rash or irritation develops and
lasts”.

(2) For products containing any
ingredient identified in §352.10
marketed as a lipstick. The external use
only warning in §201.66(c)(5)(i) of this
chapter and the warning in paragraph
(c)(2)(i) of this section are not required.

(d) Directions. The labeling of the
product contains the following
statements, as appropriate, under the
heading “Directions.” More detailed
directions applicable to a particular
product formulation (e.g., cream, gel,
lotion, oil, spray, etc.) may also be
included.

(1) For products containing any
ingredient in §352.10. (i) “[bullet]
apply” (select one or more of the
following, as applicable: “liberally,”
*generously,” ‘“‘smoothly,” or “evenly”)
“(insert appropriate time interval, if a
waiting period is needed) before sun
exposure and as needed”’.

(ii) “[bullet] children under 6 months
of age: ask a doctor”.

(2) In addition to the directions
provided in §352.52(d)(1), the following
may be used for products containing
any ingredient in §352.10. “[bullet]
reapply as needed or after towel drying,
swimming, or”’ (select one of the
following: “‘sweating’ or *‘perspiring”’).

(3) If the additional directions
provided in §352.52(d)(2) are used, the
phrase “and as needed” in
§352.52(d)(1) is not required.

(4) For products marketed as a
lipstick. The directions in paragraphs
(d)(1) and (d)(2) of this section are not
required.
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(e) Statement on product
performance—(1) For products
containing any ingredient identified in
§352.10, the following PCD labeling
claims may be used under the heading
“Other information” or anywhere
outside of the “Drug Facts” box or
enclosure.

(i) For products containing active
ingredient(s) that provide an SPF value
of 2 to under 12. (Select one of the
following: “minimal’ or “minimum’)
‘“‘sun protection product.”

(i) For products containing active
ingredient(s) that provide an SPF value
of 12 to under 30. “moderate sun
protection product.”

(iii) For products containing active
ingredient(s) that provide an SPF value
of 30 or above. ““high sun protection
product.”

(2) For products containing any
ingredient identified in § 352.10, the
following labeling statement may be
used under the heading “Other
information” or anywhere outside of the
“Drug Facts” box or enclosure. “Sun
alert: Limiting sun exposure, wearing
protective clothing, and using
sunscreens may reduce the risks of skin
aging, skin cancer, and other harmful
effects of the sun.” Any variation of this
statement will cause the product to be
misbranded under section 502 of the
act.

(f) Products labeled for use only on
specific small areas of the face (e.g.,
lips, nose, ears, and/or around eyes)
and that meet the criteria established in
§201.66(d)(10) of this chapter. The title,
headings, subheadings, and information
described in §201.66(c) of this chapter
shall be printed in accordance with the
following specifications:

(1) The labeling shall meet the
requirements of § 201.66(c) of this
chapter except that the title, headings,
and information described in
§201.66(c)(1), (c)(3), and (c)(7) may be
omitted, and the headings, subheadings,
and information described in
§201.66(c)(2), (c)(4), (c)(5), and (c)(6)
may be presented as follows:

(i) The active ingredients
(8 201.66(c)(2) of this chapter) shall be
listed in alphabetical order.

(i) The heading and the indication
required by §201.66(c)(4) may be
limited to: “Use [in bold type] helps
prevent sunburn.”

(iii) The “external use only” warning
in §201.66(c)(5)(i) of this chapter may
be omitted.

(iv) The subheadings in
§201.66(c)(5)(iii) through (c)(5)(vii) of
this chapter may be omitted, provided
the information after the heading

“Warnings’ states: ‘““Keep out of eyes.”
and ““Stop use if skin rash occurs.”

(v) The warning in §201.66(c)(5)(x) of
this chapter may be limited to the
following: “‘Keep out of reach of
children.”

(vi) For a lipstick, the warnings “‘Keep
out of eyes” in 8§ 352.52(f)(1)(iv) and
“Keep out of reach of children” in
§352.52(f)(1)(v) and the directions in
§352.52(d) may be omitted.

(2) The labeling shall be printed in
accordance with the requirements of
§201.66(d) of this chapter except that
any requirements related to
§201.66(c)(1), (c)(3), and (c)(7), and the
horizontal barlines and hairlines
described in §201.66(d)(8), may be
omitted.

§352.60 Labeling of permitted
combinations of active ingredients.

Statements of identity, indications,
warnings, and directions for use,
respectively, applicable to each
ingredient in the product may be
combined to eliminate duplicative
words or phrases so that the resulting
information is clear and understandable.

(a) Statement of identity. For a
combination drug product that has an
established name, the labeling of the
product states the established name of
the combination drug product, followed
by the statement of identity for each
ingredient in the combination, as
established in the statement of identity
sections of the applicable OTC drug
monographs. For a combination drug
product that does not have an
established name, the labeling of the
product states the statement of identity
for each ingredient in the combination,
as established in the statement of
identity sections of the applicable OTC
drug monographs.

(b) Indications. The labeling of the
product states, under the heading
“Uses,” the indication(s) for each
ingredient in the combination as
established in the indications sections
of the applicable OTC drug monographs,
unless otherwise stated in this
paragraph. Other truthful and
nonmisleading statements, describing
only the indications for use that have
been established in the applicable OTC
drug monographs or listed in this
paragraph (b), may also be used, as
provided by § 330.1(c)(2) of this chapter,
subject to the provisions of section 502
of the Federal Food, Drug, and Cosmetic
Act (the act) relating to misbranding and
the prohibition in section 301(d) of the
act against the introduction or delivery
for introduction into interstate
commerce of unapproved new drugs in
violation of section 505(a) of the act.

(1) In addition, the labeling of the
product may contain any of the “other
allowable statements” that are identified
in the applicable monographs.

(2) For permitted combinations
containing a sunscreen and a skin
protectant identified in § 352.20(b).

(c) Warnings. The labeling of the
product states, under the heading
“Warnings,” the warning(s) for each
ingredient in the combination, as
established in the warnings section of
the applicable OTC drug monographs.
For permitted combinations containing
a sunscreen and a skin protectant
identified in §352.20(b).

(d) Directions. The labeling of the
product states, under the heading
“Directions,” directions that conform to
the directions established for each
ingredient in the directions sections of
the applicable OTC drug monographs,
unless otherwise stated in this
paragraph. When the time intervals or
age limitations for administration of the
individual ingredients differ, the
directions for the combination product
may not contain any dosage that
exceeds those established for any
individual ingredient in the applicable
OTC drug monograph(s), and may not
provide for use by any age group lower
than the highest minimum age limit
established for any individual
ingredient. For permitted combinations
containing a sunscreen and a skin
protectant identified in § 352.20(b).

Subpart D—Testing Procedures
§352.70 Standard sunscreen.

(a) Laboratory validation. A standard
sunscreen shall be used concomitantly
in the testing procedures for
determining the SPF value of a
sunscreen drug product to ensure the
uniform evaluation of sunscreen drug
products. The standard sunscreen shall
be an 8-percent homosalate preparation
with a mean SPF value of 4.47 (standard
deviation = 1.279). In order for the SPF
determination of a test product to be
considered valid, the SPF of the
standard sunscreen must fall within the
standard deviation range of the expected
SPF (i.e., 4.47 £ 1.279) and the 95-
percent confidence interval for the mean
SPF must contain the value 4.

(b) Preparation of the standard
homosalate sunscreen. (1) The standard
homosalate sunscreen is prepared from
two different preparations (preparation
A and preparation B) with the following
compositions:



27690

Federal Register/Vol. 64, No. 98/Friday, May 21, 1999/Rules and Regulations

COMPOSITION OF PREPARATION A AND PREPARATION B OF THE STANDARD SUNSCREEN

Ingredients

Percent by weight

Preparation A

Lanolin ....oooiiieeee e

Homosalate
White petrolatum
Stearic acid
Propylparaben
Preparation B

Methylparaben ..........ccccooiiiiiiieiiiciiecee

Edetate disodium ...
Propylene glycol
Triethanolamine .........

Purified water U.S.P .......ccccccocvveivie e,

5.00
8.00
2.50
4.00
0.05

0.10
0.05
5.00
1.00
74.30

(2) Preparation A and preparation B
are heated separately to 77 to 82 °C,
with constant stirring, until the contents
of each part are solubilized. Add
preparation A slowly to preparation B
while stirring. Continue stirring until
the emulsion formed is cooled to room
temperature (15 to 30 °C). Add sufficient
purified water to obtain 100 grams of
standard sunscreen preparation.

(c) Assay of the standard homosalate
sunscreen. Assay the standard
homosalate sunscreen preparation by
the following method to ensure proper
concentration:

(1) Preparation of the assay solvent.
The solvent consists of 1 percent glacial
acetic acid (V/V) in denatured ethanol.
The denatured ethanol should not
contain a UV radiation absorbing
denaturant.

(2) Preparation of a 1-percent solution
of the standard homosalate sunscreen
preparation. Accurately weigh 1 gram of
the standard homosalate sunscreen
preparation into a 100-milliliter
volumetric flask. Add 50 milliliters of
the assay solvent. Heat on a steam bath
and mix well. Cool the solution to room
temperature (15 to 30 °C). Then dilute
the solution to volume with the assay
solvent and mix well to make a 1-
percent solution.

(3) Preparation of the test solution
(2:50 dilution of the 1-percent solution).
Filter a portion of the 1-percent solution
through number 1 filter paper. Discard
the first 10 to 15 milliliters of the
filtrate. Collect the next 20 milliliters of
the filtrate (second collection). Add 1
milliliter of the second collection of the
filtrate to a 50-milliliter volumetric
flask. Dilute this solution to volume
with assay solvent and mix well. This
is the test solution (1:50 dilution of the
1-percent solution).

(4) Spectrophotometric determination.
The absorbance of the test solution is
measured in a suitable double beam
spectrophotometer with the assay
solvent and reference beam at a
wavelength near 306 nanometers.

(5) Calculation of the concentration of
homosalate. The concentration of
homosalate is determined by the
following formula which takes into
consideration the absorbance of the
sample of the test solution, the dilution
of the 1-percent solution (1:50), the
weight of the sample of the standard
homosalate sunscreen preparation (1
gram), and the standard absorbance
value (172) of homosalate as determined
by averaging the absorbance of a large
number of batches of raw homosalate:

Concentration of homosalate =
absorbance x 50 x 100 x 172 = percent
concentration by weight.

§352.71 Light source (solar simulator).

A solar simulator used for
determining the SPF of a sunscreen drug
product should be filtered so that it
provides a continuous emission
spectrum from 290 to 400 nanometers
similar to sunlight at sea level from the
sun at a zenith angle of 10 °; it has less
than 1 percent of its total energy output
contributed by nonsolar wavelengths
shorter than 290 nanometers; and it has
not more than 5 percent of its total
energy output contributed by
wavelengths longer than 400
nanometers. In addition, a solar
simulator should have no significant
time-related fluctuations in radiation
emissions after an appropriate warmup
time, and it should have good beam
uniformity (within 10 percent) in the
exposure plane. To ensure that the solar
simulator delivers the appropriate
spectrum of UV radiation, it must be
measured periodically with an
accurately-calibrated spectroradiometer
system or equivalent instrument.

§352.72 General testing procedures.

(a) Selection of test subjects (male and
female). (1) Only fair-skin subjects with
skin types I, II, and Il using the
following guidelines shall be selected:
Selection of Fair-skin Subjects

Skin Type and Sunburn and Tanning History
(Based on first 30 to 45 minutes sun exposure
after a winter season of no sun exposure.)
I—Always burns easily; never tans
(sensitive).

Il—Always burns easily; tans minimally
(sensitive).

111—Burns moderately; tans gradually (light
brown) (normal).

IV—Burns minimally; always tans well
(moderate brown) (normal).

V—Rarely burns; tans profusely (dark brown)
(insensitive).

VI—Never burns; deeply pigmented
(insensitive).

(2) A medical history shall be
obtained from all subjects with
emphasis on the effects of sunlight on
their skin. Ascertain the general health
of the individual, the individual’s skin
type (1, I1, or 111), whether the individual
is taking medication (topical or
systemic) that is known to produce
abnormal sunlight responses, and
whether the individual is subject to any
abnormal responses to sunlight, such as
a phototoxic or photoallergic response.

(b) Test site inspection. The physical
examination shall determine the
presence of sunburn, suntan, scars,
active dermal lesions, and uneven skin
tones on the areas of the back to be
tested. The presence of nevi, blemishes,
or moles will be acceptable if in the
physician’s judgment they will not
interfere with the study results. Excess
hair on the back is acceptable if the hair
is clipped or shaved.

(c) Informed consent. Legally effective
written informed consent must be
obtained from all individuals.

(d) Test site delineation—(1) Test site
area. A test site area serves as an area
for determining the subject’s MED after
application of either the sunscreen
standard or the test sunscreen product,
or for determining the subject’s MED
when the skin is unprotected (control
site). The area to be tested shall be the
back between the beltline and the
shoulder blade (scapulae) and lateral to
the midline. Each test site area for
applying a product or the standard
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sunscreen shall be a minimum of 50-
square centimeters, e.g., 5 x 10
centimeters. The test site areas are
outlined with ink. If the person is to be
tested in an upright position, the lines
shall be drawn on the skin with the
subject upright. If the subject is to be
tested while prone, the markings shall
be made with the subject prone.

(2) Test subsite area. Each test site
area shall be divided into at least three
test subsite areas that are at least 1
square centimeter. Usually four or five
subsites are employed. Each test subsite
within a test site area is subjected to a
specified dosage of UV radiation, in a
series of UV radiation exposures, in
which the test site area is exposed for
the determination of the MED.

(e) Application of test materials. To
ensure standardized reporting and to
define a product’s SPF value, the
application of the product shall be
expressed on a weight basis per unit
area which establishes a standard film.
Both the test sunscreen product and the
standard sunscreen application shall be
2 milligrams per square centimeter. For
oils and most lotions, the viscosity is
such that the material can be applied
with a volumetric syringe. For creams,
heavy gels, and butters, the product
shall be warmed slightly so that it can
be applied volumetrically. On heating,
care shall be taken not to alter the
product’s physical characteristics,
especially separation of the
formulations. Pastes and ointments shall
be weighed, then applied by spreading
on the test site area. A product shall be
spread by using a finger cot. If two or
more sunscreen drug products are being
evaluated at the same time, the test
products and the standard sunscreen, as
specified in § 352.70, should be applied
in a blinded, randomized manner. If
only one sunscreen drug product is
being tested, the testing subsites should

be exposed to the varying doses of UV
radiation in a randomized manner.

(f) Waiting period. Before exposing
the test site areas after applying a
product, a waiting period of at least 15
minutes is required.

(9) Number of subjects. A test panel
shall consist of not more than 25
subjects with the number fixed in
advance by the investigator. From this
panel, at least 20 subjects must produce
valid data for analysis.

(h) Response criteria. In order that the
person who evaluates the MED
responses does not know which
sunscreen formulation was applied to
which site or what doses of UV
radiation were administered, he/she
must not be the same person who
applied the sunscreen drug product to
the test site or administered the doses of
UV radiation. After UV radiation
exposure from the solar simulator is
completed, all immediate responses
shall be recorded. These include several
types of typical responses such as the
following: An immediate darkening or
tanning, typically greyish or purplish in
color, fading in 30 to 60 minutes, and
attributed to photo-oxidation of existing
melanin granules; immediate reddening,
fading rapidly, and viewed as a normal
response of capillaries and venules to
heat, visible and infrared radiation; and
an immediate generalized heat response,
resembling prickly heat rash, fading in
30 to 60 minutes, and apparently caused
by heat and moisture generally irritating
to the skin’s surface. After the
immediate responses are noted, each
subject shall shield the exposed area
from further UV radiation for the
remainder of the test day. The MED is
determined 22 to 24 hours after
exposure. The erythema responses of
the test subject should be evaluated
under the following conditions: The
source of illumination should be either
a tungsten light bulb or a warm white

fluorescent light bulb that provides a
level of illumination at the test site
within the range of 450 to 550 lux, and
the test subject should be in the same
position used when the test site was
irradiated. Testing depends upon
determining the smallest dose of energy
that produces redness reaching the
borders of the exposure site at 22 to 24
hours postexposure for each series of
exposures. To determine the MED,
somewhat more intense erythemas must
also be produced. The goal is to have
some exposures that produce absolutely
no effect, and of those exposures that
produce an effect, the maximal exposure
should be no more than twice the total
energy of the minimal exposure.

(i) Rejection of test data. Test data
shall be rejected if the exposure series
fails to elicit an MED response on either
the treated or unprotected skin sites, or
if the responses on the treated sites are
randomly absent (which indicates the
product was not spread evenly), or if the
subject was noncompliant (e.g., subject
withdraws from the test due to illness
or work conflicts, subject does not
shield the exposed testing sites from
further UV radiation until the MED is
read, etc.).

§352.73 Determination of SPF value.

(a)(1) The following erythema action
spectrum shall be used to calculate the
erythema effective exposure of a solar
simulator:

Vi () =1.0 (250 < A <298 nm)

Vi (A) = 1.00.094 (298 - A) (298 < A < 328
nanometers)

Vi (\) = 1.00.015 (139 - A) (328 < A < 400
nanometers)

(2) The data contained in this action
spectrum are to be used as spectral
weighting factors to calculate the
erythema effective exposure of a solar
simulator as follows:

BILLING CODE 4160-01-F
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400

E=2 Vi ()\)*l()\)*texp

250

where:

E = Erythema Effective Exposure (dose: Joules per square meter)

V; = Weighting Factor (Erythema Action Spectrum)

| = Spectral Irradiance (Watts per square meter per nanometer)

texp = €XpOsure time (seconds)

BILLING CODE 4160-01-C

(b) Determination of MED of the
unprotected skin. A series of UV
radiation exposures expressed as Joules
per square meter (adjusted to the
erythema action spectrum calculated
according to § 352.73(a)) is administered
to the subsite areas on each subject with
an accurately calibrated solar simulator.
A series of five exposures shall be
administered to the untreated,
unprotected skin to determine the
subject’s inherent MED. The doses
selected shall be a geometric series
represented by (1.25"), wherein each
exposure time interval is 25 percent
greater than the previous time to
maintain the same relative uncertainty
(expressed as a constant percentage),
independent of the subject’s sensitivity
to UV radiation, regardless of whether
the subject has a high or low MED.
Usually, the MED of a person’s
unprotected skin is determined the day
prior to testing a product. This MED(US)
shall be used in the determination of the
series of UV radiation exposures to be
administered to the protected site in
subsequent testing. The MED(US)
should be determined again on the same
day as the standard and test sunscreens
and this MED(US) should be used in
calculating the SPF.

(c) Determination of individual SPF
values. A series of UV radiation
exposures expressed as Joules per
square meter (adjusted to the erythema
action spectrum calculated according to
§352.73(a)) is administered to the

subsite areas on each subject with an
accurately-calibrated solar simulator. A
series of seven exposures shall be
administered to the protected test sites
to determine the MED of the protected
skin (MED(PS)). The doses selected
shall consist of a geometric series of five
exposures, where the middle exposure
is placed to yield the expected SPF plus
two other exposures placed
symmetrically around the middle
exposure. The exact series of exposures
to be given to the protected skin shall
be determined by the previously
established MED(US) and the expected
SPF of the test sunscreen. For products
with an expected SPF less than 8, the
exposures shall be the MED(US) times
0.64X, 0.80X, 0.90X, 1.00X, 1.10X,
1.25X, and 1.56X, where X equals the
expected SPF of the test product. For
products with an expected SPF between
8 and 15, the exposures shall be the
MED(US) times 0.69X, 0.83X, 0.91X,
1.00X, 1.09X, 1.20X, and 1.44X, where
X equals the expected SPF of the test
product. For products with an expected
SPF greater that 15, the exposures shall
be the MED(US) times 0.76X, 0.87X,
0.93X, 1.00X, 1.07X, 1.15X, and 1.32X,
where X equals the expected SPF of the
test product. The MED is the quantity of
erythema-effective energy required to
produce the first perceptible,
unambiguous redness reaction with
clearly defined borders at 22 to 24 hours
postexposure. The SPF value of the test
sunscreen is then calculated from the
dose of UV radiation required to

produce the MED of the protected skin
and from the dose of UV radiation
required to produce the MED of the
unprotected skin (control site) as
follows:

SPF value = the ratio of erythema effective
exposure (Joules per square meter) (MED(PS))
to the erythema effective exposure (Joules per
square meter) (MED(US)).

(d) Determination of the test product’s
SPF value and PCD. Use data from at
least 20 test subjects with n representing
the number of subjects used. First, for
each subject, compute the SPF value as
stated in §352.73(b) and (c). Second,
compute the mean SPF value, x, and the
standard deviation, s, for these subjects.
Third, obtain the upper 5-percent point
from the t distribution table with n-1
degrees of freedom. Denote this value by
t. Fourth, compute ts/ vn. Denote this
quantity by A (i.e., A = ts/ vn). Fifth,
calculate the SPF value to be used in
labeling as follows: the label SPF equals
the largest whole number less than X -
A. Sixth and last, the drug product is
classified into a PCD as follows: if 30 +
A <X, the PCD is High; if 12 + A< X
<30 + A, the PCD is Moderate; if 2 +
A<X<12+ A, the PCD is Minimal;
if x <2 + A, the product shall not be
labeled as a sunscreen drug product and
shall not display an SPF value.

§352.76 Determination if a product is
water resistant or very water resistant.
The general testing procedures in
§352.72 shall be used as part of the
following tests, except where modified
in this section. An indoor fresh water
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pool, whirlpool, and/or jacuzzi
maintained at 23 to 32 °C shall be used
in these testing procedures. Fresh water
is clean drinking water that meets the
standards in 40 CFR part 141. The pool
and air temperature and the relative
humidity shall be recorded.

(a) Procedure for testing the water
resistance of a sunscreen product. For
sunscreen products making the claim of
“water resistant,” the label SPF shall be
the label SPF value determined after 40
minutes of water immersion using the
following procedure for the water
resistance test:

(1) Apply sunscreen product
(followed by the waiting period after
application of the sunscreen product
indicated on the product labeling).

(2) 20 minutes moderate activity in
water.

(3) 20-minute rest period (do not
towel test sites).

(4) 20 minutes moderate activity in
water.

(5) Conclude water test (air dry test
sites without toweling).

(6) Begin solar simulator exposure to
test site areas as described in §352.73.

(b) Procedure for testing a very water
resistant sunscreen product. For
sunscreen products making the claim of
“very water resistant,” the label SPF
shall be the label SPF value determined
after 80 minutes of water immersion
using the following procedure for the
very water resistant test:

(1) Apply sunscreen product
(followed by the waiting period after
application of the sunscreen product
indicated on the product labeling).

(2) 20 minutes moderate activity in
water.

(3) 20-minute rest period (do not
towel test sites).

(4) 20 minutes moderate activity in
water.

(5) 20-minute rest period (do not
towel test sites).

(6) 20 minutes moderate activity in
water.

(7) 20-minute rest period (do not
towel test sites).

(8) 20 minutes moderate activity in
water.

(9) Conclude water test (air dry test
sites without toweling).

(10) Begin solar simulator exposure to
test site areas as described in §352.73.

§352.77 Test modifications.

The formulation or mode of
administration of certain products may
require modification of the testing
procedures in this subpart. In addition,
alternative methods (including
automated or in vitro procedures)
employing the same basic procedures as
those described in this subpart may be

used. Any proposed modification or
alternative procedure shall be submitted
as a petition in accord with § 10.30 of
this chapter. The petition should
contain data to support the modification
or data demonstrating that an alternative
procedure provides results of equivalent
accuracy. All information submitted
will be subject to the disclosure rules in
part 20 of this chapter.

PART 700—GENERAL

4. The authority citation for 21 CFR
part 700 continues to read as follows:

Authority: 21 U.S.C. 321, 331, 352, 355,
361, 362, 371, 374.

5. Section 700.35 is added to subpart
B to read as follows:

§700.35 Cosmetics containing sunscreen
ingredients.

(a) A product that includes the term
‘sunscreen’ in its labeling or in any
other way represents or suggests that it
is intended to prevent, cure, treat, or
mitigate disease or to affect a structure
or function of the body comes within
the definition of a drug in section
201(g)(1) of the act. Sunscreen active
ingredients affect the structure or
function of the body by absorbing,
reflecting, or scattering the harmful,
burning rays of the sun, thereby altering
the normal physiological response to
solar radiation. These ingredients also
help to prevent diseases such as
sunburn and may reduce the chance of
premature skin aging, skin cancer, and
other harmful effects due to the sun
when used in conjunction with limiting
sun exposure and wearing protective
clothing. When consumers see the term
‘“‘sunscreen’” or similar sun protection
terminology in the labeling of a product,
they expect the product to protect them
in some way from the harmful effects of
the sun, irrespective of other labeling
statements. Consequently, the use of the
term “‘sunscreen’ or similar sun
protection terminology in a product’s
labeling generally causes the product to
be subject to regulation as a drug.
However, sunscreen ingredients may
also be used in some products for
nontherapeutic, nonphysiologic uses
(e.g., as a color additive or to protect the
color of the product). To avoid
consumer misunderstanding, if a
cosmetic product contains a sunscreen
ingredient and uses the term
‘‘sunscreen’” or similar sun protection
terminology anywhere in its labeling,
the term must be qualified by describing
the cosmetic benefit provided by the
sunscreen ingredient.

(b) The qualifying information
required under paragraph (a) of this
section shall appear prominently and

conspicuously at least once in the
labeling in conjunction with the term
‘“sunscreen’’ or other similar sun
protection terminology used in the
labeling. For example: “Contains a
sunscreen—to protect product color.”

PART 740—COSMETIC PRODUCT
WARNING STATEMENTS

6. The authority citation for 21 CFR
part 740 continues to read as follows:

Authority: 21 U.S.C. 321, 331, 352, 355,
361, 362, 371, 374.

7. Section 740.19 is added to subpart
B to read as follows:

§740.19 Suntanning preparations.

The labeling of suntanning
preparations that do not contain a
sunscreen ingredient must display the
following warning: “Warning—This
product does not contain a sunscreen
and does not protect against sunburn.
Repeated exposure of unprotected skin
while tanning may increase the risk of
skin aging, skin cancer, and other
harmful effects to the skin even if you
do not burn.” For purposes of this
section, the term *‘suntanning
preparations” includes gels, creams,
liquids, and other topical products that
are intended to provide cosmetic effects
on the skin while tanning through
exposure to UV radiation (e.g.,
moisturizing or conditioning products),
or to give the appearance of a tan by
imparting color to the skin through the
application of approved color additives
(e.g., dihydroxyacetone) without the
need for exposure to UV radiation. The
term ‘““suntanning preparations’ does
not include products intended to
provide sun protection or otherwise
intended to affect the structure or any
function of the body.

Dated: April 22, 1999.
William K. Hubbard,

Associate Commissioner for Policy
Coordination.

[FR Doc. 99-12853 Filed 5-20-99; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF DEFENSE
Office of the Secretary
32 CFR Part 311

OSD Privacy Program; Correction

AGENCY: Department of Defense.
ACTION: Final rule; correction.

SUMMARY: This rules makes
administrative corrections to the OSD
Privacy Program rule published on
April 28, 1999.
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DATES: This rule is effective February 4,
1999.

FOR FURTHER INFORMATION CONTACT:
David Bosworth, 703-588-0159.

SUPPLEMENTARY INFORMATION: On April
28,1999 (64 FR 22784), the Department
of Defense published a final rule
revising 32 CFR part 311 “OSD Privacy
Program” which contained two
§311.6(c)(1). This correction designates
the second §311.6(c)(1) as §311.6(c)(2).

Accordingly, 32 CFR Part 311 is
corrected as follows:

1. The authority citation for 32 CFR
Part 311 continues to read as follows:

§311.6 [corrected]

Authority: Pub. L. 93-579, 88 Stat. 1986 (5
U.S.C. 552a).

2. Section 311.6 is corrected by
redesignating the second paragraph
(c)(1) as paragraph (c)(2).

Dated: May 13, 1999.

L.M. Bynum,

Alternate OSD Federal Register Liaison
Officer, Department of Defense.

[FR Doc. 99-12533 Filed 5-20-99; 8:45 am]
BILLING CODE 5001-10-M

DEPARTMENT OF TRANSPORTATION
Coast Guard

33 CFR Part 100

[CGD01-99-054]

RIN 2115-AE46

Special Local Regulation: Harvard-Yale
Regatta, Thames River, New London,
CT

AGENCY: Coast Guard, DOT.

ACTION: Notice of implementation.

SUMMARY: This notice puts into effect
the permanent regulations for the
annual Harvard-Yale Regatta, a rowing
competition held on the Thames River
in New London, CT. The regulation is
necessary to control vessel traffic within
the immediate vicinity of the event
because of the confined nature of the
waterway and anticipated congestion at
the time of the event. It provides for the
safety of life and property on the
affected navigable waters.

EFFECTIVE DATE: The regulations in 33
CFR 100.101 are effective on June 5,
1999, from 3:00 p.m. to 8:00 p.m. If the
regatta is canceled because of weather,
this section will be in effect on the
following day, Sunday June 6, 1999,
during the same hours.

FOR FURTHER INFORMATION CONTACT:
Petty Officer William M. Anderson,

Office of Search and Rescue, First Coast
Guard District, (617) 223-8460.
SUPPLEMENTARY INFORMATION: This
notice implements the permanent
special local regulation governing the
1999 Harvard-Yale Regatta. A portion of
the Thames River in New London,
Connecticut, will be closed during the
effective period to all vessel traffic
except participants, official regatta
vessels, and patrol craft. The regulated
area is that area of the river between the
Penn-Central drawbridge and Bartlett’s
Cove. Additional public notification
will be made by the First Coast Guard
District Local Notice to Mariners and
marine-safety broadcasts. The full text
of this regulation appears in 33 CFR
100.101.

Dated: May 5, 1999.

R.M. Larrabee,

Rear Admiral, U.S. Coast Guard, Commander,
First Coast Guard District.

[FR Doc. 99-12825 Filed 5-20-99; 8:45 am]
BILLING CODE 4910-15-M

DEPARTMENT OF TRANSPORTATION
Coast Guard

33 CFR Part 117
[CGD09-98-055]

RIN 2115-AE47

Drawbridge Operation Regulations;
River Rouge (Short-Cut Canal),
Michigan

AGENCY: Coast Guard, DOT.

ACTION: Direct final rule, confirmation of
effective date.

SUMMARY: On February 25, 1999, the
Coast Guard published a direct final
rule (64 FR 9271, CGD09-98-055) in the
Federal Register. This direct final rule
notified the public of the Coast Guard’s
intent to remove the operating
regulations governing the Fort Street
and Jefferson Street bridges, miles 1.1
and 2.2, respectively, over River Rouge
in Detroit, MI, because changing
vehicular traffic patterns and the needs
of navigation on the river. The Coast
Guard has not received any adverse
comments or any notice of intent to
submit adverse comments objecting to
this rule as written; therefore, this rule
will go into effect as scheduled.

DATES: The effective date of the direct
final rule is confirmed as May 26, 1999.

FOR FURTHER INFORMATION CONTACT:

Mr. Scot M. Striffler, Project Manager,
Ninth Coast Guard District (obr). at (216)
902-6084.

Dated: April 30, 1999.
J.F. McGowan,

Rear Admiral, U.S. Coast Guard, Commander,
Ninth Coast Guard District.

[FR Doc. 99-12826 Filed 5-20-99; 8:45 am]
BILLING CODE 4910-15-M

DEPARTMENT OF TRANSPORTATION
Coast Guard

33 CFR Part 117

[CGD08-99-032]

Drawbridge Operating Regulation;
Lake Pontchartrain, LA

AGENCY: Coast Guard, DOT.

ACTION: Notice of temporary deviation
from regulations.

SUMMARY: The Commander, Eighth
Coast Guard District has issued a
temporary deviation from the regulation
in 33 CFR 117.5 governing the operation
of the Norfolk Southern Railroad
bascule drawbridge across Lake
Pontchartrain, near Slidell, St.
Tammany Parish, Louisiana. This
deviation allows the Norfolk Southern
Corporation to maintain the bridge in
the closed-to-navigation position from 8
a.m. until noon and from 1 p.m. until

5 p.m., Monday through Friday from
Monday, June 7, 1999, until Friday, June
18, 1999. At all other times, the bridge
will operate normally for the passage of
vessels. This temporary deviation is
issued to allow for the replacement of
railroad ties at the draw span.

DATES: This deviation is effective from
8 a.m. on Monday, June 7, 1999, until

5 p.m. on Friday, June 18, 1999.

FOR FURTHER INFORMATION CONTACT: Mr.
David Frank, Bridge Administration
Branch, Commander (ob), Eighth Coast
Guard District, 501 Magazine Street,
New Orleans, Louisiana 70130-3396,
telephone number 504-589-2965.
SUPPLEMENTARY INFORMATION: The
Norfolk Southern Corporation
drawbridge across Lake Pontchartrain,
near Slidell, St. Tammany Parish,
Louisiana, has a vertical clearance of 2
feet above high water in the closed-to-
navigation position. Navigation on the
water way consists of tugs with tows,
fishing vessels, sailing vessels, and
other recreational craft. The Norfolk
Southern Corporation requested a
temporary deviation from the normal
operation of the bridge in order to
accommodate the replacement of
railroad ties at the draw span.

This deviation allows the draw of the
Norfolk Southern Corporation bridge
across Lake Pontchartrain, near Slidell
to remain in the closed-to-navigation
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position from 8 a.m. until noon, and
from 1 p.m. until 5 p.m., Monday
through Friday, from Monday, June 7,
1999, until Friday, June 18, 1999.
Presently, the draw opens on signal for
the passage of vessels.

Dated: May 11, 1999.
A.L. Gerfin, Jr.,

Captain, U.S. Coast Guard, Commander, 8th
Coast Guard Dist., Acting.

[FR Doc. 99-12824 Filed 5-20-99; 8:45 am]
BILLING CODE 4910-15-M

DEPARTMENT OF TRANSPORTATION
Coast Guard

33 CFR Part 165

[CGD1-99-053]

RIN 2115-AA97

Safety Zone: Chelsea Street Bridge
Fender System Repair, Chelsea River,
Chelsea, MA

AGENCY: Coast Guard, DOT.
ACTION: Temporary final rule.

SUMMARY: The Coast Guard is
establishing a temporary safety zone for
repairs to the fender system of the
Chelsea Street Bridge on the Chelsea
River. The safety zone temporarily
closes all waters of the Chelsea River
100 yards upstream and 100 yards
downstream from the centerline of the
Chelsea Street Bridge. The safety zone is
needed to protect vessels from the
hazards posed during repairs to the
system.

DATES: This rule is effective between 9
p-m. and 5 a.m., Monday through
Friday, from May 10, 1999, through July
31, 1999.

ADDRESSES: Documents as indicated in
this preamble are available for
inspection or copying at Coast Guard
Marine Safety Office, Boston, 455
Commercial Street, Boston,
Massachusetts, 02109, between 8 a.m.
and 3 p.m., Monday through Friday,
except Federal holidays. The telephone
number is (617) 223-3000.

FOR FURTHER INFORMATION CONTACT: LT
Dennis O’Mara, Waterways Management
Division, Coast Guard Marine Safety
Office Boston, (617) 223-3000.

SUPPLEMENTARY INFORMATION:
Regulatory History

Pursuant to 5 U.S.C. 553, no notice of
proposed rulemaking (NPRM) was
published for this temporary final rule,
and good cause exists for making it
effective in less than 30 days after
publication in the Federal Register.

Details for the repairs to the fender
system of the bridge were not provided
to the Coast Guard until May 3, 1999,
making it possible to publish a NPRM
or a final rule 30 days in advance. Any
delay encountered in the effective date
of this rule would be contrary to the
public interest since immediate action is
needed to close a portion of the
waterway and protect the maritime
public from the hazards associated with
bridge construction upon a navigable
waterway.

Background and Purpose

The fender system of the Chelsea
Street Bridge over the Chelsea River,
Chelsea, MA, needs repairs. During the
repairs, barges will be moored in the
center of the channel under the bridge,
and pilings will be removed, replaced,
or both. The placement of the barge will
require the closure of the waterway for
the safety of vessels during the repairs
to the system. Therefore, a safety zone
is necessary to allow the safe removal of
pilings and repairs to the fender system,
and to protect vessel traffic.

This temporary final rule establishes
a safety zone in all waters of the Chelsea
River 100 yards upstream and 100 yards
downstream from the centerline of the
Chelsea Street Bridge. This safety zone
prevents entry into or movement within
this portion of the Chelsea River. The
expected duration of the safety zone
will be between 9 p.m. and 5a.m.,
Monday through Friday, from May 10,
1999, through July 31, 1999. The Coast
Guard will make marine Safety
Information Broadcasts informing
mariners of this safety zone.

Regulatory Evaluation

This temporary final rule is not a
significant regulatory action under
section 3(f) of Executive Order 12866
and does not require an assessment of
potential costs and benefits under
section 6(a)(3) of that Order. It has not
been reviewed by the Office of
Management and Budget under that
Order. It is not significant under the
regulatory policies and procedures of
the Department of Transportation (DOT)
(44 FR 11040; February 26, 1979). The
Coast Guard expects its economic
impact to be so minimal that a full
regulatory evaluation under paragraph
10e of the regulatory evaluation under
paragraph 10e of the regulatory policies
and procedures of DOT is unnecessary.
This finding is based on the limited
recreational and commercial traffic
expected in the area, and the fact that
commercial operators have received
advance notice of the project and can
make alternative arrangements.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601 et seq.), the Coast Guard
considered whether this temporary final
rule would have a significant economic
impact on a substantial number of small
entities. “Small entities’” may include
(1) small businesses and not-for-profit
organizations that are independently
owned and operated and are not
dominant in their fields and (2)
governmental jurisdictions with
populations of less than 50,000.

For the reasons discussed in the
Regulatory Evaluation above, the Coast
Guard certifies under section 605(b) of
the Regulatory Flexibility Act (5 U.S.C.
601 et seq.) that this rule will not have
a significant impact on a substantial
number of small entities.

Collection of Information

This temporary final rule contains no
collection-of-information requirements
under the Paperwork Reduction Act (44
U.S.C. 3501 et seq.).

Federalism

The Coast Guard has analyzed this
temporary final rule under the
principles and criteria contained in
Executive Order 12612, and has
determined that this rule does not have
sufficient federalism implications to
warrant the preparation of a Federalism
Assessment.

Environment

The Coast Guard has considered the
environmental impact of this temporary
final rule and concluded that, under
Figure 2-1, paragraph 34(g), of
Commandment Instruction M16475.1C,
this rule is categorically excluded from
further environmental documentation.
A “‘Categorical Exclusion
Determination’ is available in the
docket for inspection or copying where
indicted under ADDRESSES.

List of Subjects in 33 CFR part 165

Harbors, Marine safety, Navigation
(water), Reporting recordkeeping
requirements, Security measures,
Waterways.

Regulation

For reasons set out in the preamble,
the Coast Guard amends 33 CFR part
165 as follows:

PART 165—[AMENDED]

1. The authority citation for part 165
continues to read as follows:

Authority: 33 U.S.C. 1231; 50 U.S.C. 191,
33 CFR 1.05-1(g), 6.04-1, 6.04-6, 160.5; 49
CFR 1.46. Section 165.100 is also issued
under authority of Sec. 311, Pub. L. 105-383.



27696

Federal Register/Vol. 64, No. 98/Friday, May 21, 1999/Rules and Regulations

2. Add temporary §165.T01-053 to
read as follows:

§165.T01-053 Safety Zone: Repair to
fender system of Chelsea Street Bridge,
Chelsea River, Chelsea, MA.

(a) Location. The following area is a
safety zone: All waters of the Chelsea
river 100 yards upstream and 100 yards
downstream from the centerline of the
Chelsea Street Bridge.

(b) Effective Date. This section is
effective between 9 p.m. and 5 a.m.,
Monday through Friday, from May 10,
1999, through july 31, 1999.

(c) Regulations. (1) Entry into or
movement within this zone is
prohibited unless authorized by the
COTP Boston.

(2) All persons and vessels shall
comply with the instructions of the
COTP or the designated on-scene patrol
personnel of the U.S. Coast Guard.
Among those personnel are
commissioned, warrant, and petty
officers of the U.S. Coast Guard.

(3) The general regulations covering
safety zones in § 165.23 of this part
apply.

Dated: May 6, 1999.

M.A. Skordinski,

Commander, U.S. Coast Guard, Alternate
Captain of the Port, Boston, Massachusetts.
[FR Doc. 99-12827 Filed 5-20-99; 8:45 am]
BILLING CODE 4910-15-M

DEPARTMENT OF TRANSPORTATION
Coast Guard

33 CFR Part 165

[CGD01-99-047]

RIN 2115-AA97

Safety Zone: Fire Island Tourist Bureau

Fireworks Display, Great South Bay,
Cherry Grove, NY

AGENCY: Coast Guard, DOT.
ACTION: Temporary final rule.

SUMMARY: The Coast Guard is
establishing a safety zone for the Fire
Island Tourist Bureau fireworks display
to be held at Great South Bay, Cherry
Grove, N.Y., on June 26, 1999. This zone
is needed to protect persons, facilities,
vessels, and others in the maritime
community from the hazards associated
with this fireworks display. Entry into
this safety zone is prohibited unless
authorized by the Captain of the Port.
EFFECTIVE DATE: This regulation is
effective on June 26, 1999, from 9:30
p-m. until 10:30 p.m. In case of
inclement weather, June 27, 1999, is the
alternative date for this event.

ADDRESSES: Documents relating to this
temporary final rule are available for
inspection and copying at U.S. Coast
Guard Group Long Island Sound, 120
Woodward Avenue, New Haven, CT
06512. Normal office hours are between
8:00 a.m. and 4:00 p.m., Monday
through Friday, except holidays.
Comments may also be faxed to this
address. The fax number is (203) 468—
4445,

FOR FURTHER INFORMATION CONTACT:
Lieutenant Commander T.J. Walker,
Chief of Port Operations, Captain of the
Port, Long Island Sound, at (203) 468—
4444,

SUPPLEMENTARY INFORMATION:

Regulatory History

Pursuant to 5 U.S.C. 553, good cause
exists for not publishing a notice of
proposed rulemaking (NPRM) and for
making this rule effective in less than 30
days after publication in the Federal
Register. The sponsor of the event did
not provide the Coast Guard with the
final details for the event in sufficient
time to publish a NPRM or a final rule
30 days in advance. The delay
encountered if normal rulemaking
procedures were followed would
effectively cancel the event.
Cancellation of this event is contrary to
the public interest since the fireworks
display is for the benefit of the public.

Background and Purpose

The Fire Island Tourist Bureau is
sponsoring a 10-minute fireworks
display at Great South Bay, Cherry
Grove, New York. The fireworks display
will occur on June 26, 1999, from 10:00
p.m. until 10:10 p.m. The safety zone
covers all waters of Great South Bay
within a 600-foot radius of the
fireworks-launching site, which will be
located in approximate position
40°39'.45 N, 073°0'.23 W (NAD 1983).
This zone is necessary to protect the
maritime community from the hazards
associated with this fireworks display.
Entry into or movement within this
zone will be prohibited unless
authorized by the Captain of the Port or
his on-scene representative.

Regulatory Evaluation

This temporary final rule is not a
significant regulatory action under
section 3(f) of Executive Order 12866
and does not require an assessment of
potential costs and benefits under
section 6(a)(3) of that order. It has been
exempted from review by the Office of
Management and Budget under that
order. It is not significant under the
regulatory policies and procedures of
the Department of Transportation (DOT)
(44 FR 11040; February 26, 1979). The

Coast Guard expects the economic
impact of this rule to be so minimal that
a full Regulatory Evaluation under
paragraph 10e of the regulatory policies
and procedures of DOT is unnecessary.
This safety zone involved only a portion
of West Harbor, and entry into this zone
will be restricted for only 60 minutes,
on June 26, 1999. Although this
regulation prevents traffic from
transiting West Harbor, the effect of this
regulation will not be significant for
several reasons: the duration of the
event is limited; the event is at a late
hour; all vessel traffic may safely pass
around this safety zone; and extensive,
advance maritime advisories will be
made.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601 et seq.), the Coast Guard
considered whether temporary final rule
would have a significant economic
impact on a substantial number of small
entities. “Small entities” include
independently owned and operated
small businesses that are not dominant
in their field and (2) governmental
jurisdictions with populations of less
than 50,000.

For the reasons discussed under the
Regulatory Evaluation above, the Coast
Guard certifies under section 605(b) of
the Regulatory Flexibility Act (5 U.S.C.
601 et seq.) that this rule will not have
a significant impact on a substantial
number of small entities.

Assistance for Small Entities

Under subsection 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
the Coast Guard wants to assist small
entities in understanding this temporary
final rule so that they can better
evaluate its effects on them and
participate in the rulemaking. If your
small business or organization would be
affected by this rule and you have
guestions concerning its provisions or
options for compliance, please call
LCDR T.J. Walker, telephone (203) 468—
4444,

The Ombudsman of Regulatory
Enforcement for Small Business and
Agriculture, and 10 Regional Fairness
Boards, were established to receive
comments form small businesses about
enforcement by Federal agencies. The
Ombudsman will annually evaluate
such enforcement and rate each
agency’s responsiveness to small
business. If you wish to comment on
enforcement by the Coast Guard, call 1-
888—REG-FAIR (1-888—734-3247).
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Collection of Information

This rule contains no collection-of-
information requirements under the
Paperwork Reduction Act (44 U.S.C.
3501 et seq.).

Federalism

The Coast Guard has analyzed this
temporary final rule in accordance with
the principles and criteria contained in
Executive Order 12612, and has
determined that it does not raise
sufficient federalism implications to
warrant the preparation of a Federalism
Assessment.

Unfunded Mandates

Under the Unfunded Mandates
Reform Act of 1995 (Pub. L. 104-4), the
Coast Guard must consider whether this
temporary final rule will result in an
annual expenditure by State, local, and
tribal governments, in the aggregate, of
$100 million (adjusted annually for
inflation). If so, the Act requires that a
reasonable number of regulatory
alternatives be considered, and that,
from those alternatives, the least costly,
most cost-effective, or least burdensome
alternative that achieves the objective of
the rule be selected. No State, local, or
tribal government will be affected by
this rule, so the rule will not result in
annual or aggregate costs of $100
million or more. Therefore, the Coast
Guard is exempt from any further
regulatory requirements under the
Unfunded Mandates Act.

Environment

The Coast Guard has considered the
environmental impact of this temporary
final rule and concluded that under
Figure 2—1, paragraph 34(g), of
Commandant Instruction, M 16475.C,
this rule is categorically excluded from
further environmental documentation.
A written Categorical Exclusion
Determination is available in the docket
for inspection or copying where
indicated under address.

Other Executive Orders of the
Regulatory Process

In addition to the statutes and
Executive Orders already addressed in
this preamble, the Coast Guard
considered the following in developing
this temporary final rule and reached
the following conclusions:

E.O. 12630, Governmental Actions
and Interference with Constitutionally
Protected Property Rights. This final
rule will not effect a taking of private
property or otherwise have taking
implications under this order. E.O.
12875, Enhancing the Intergovernmental
Partnership. This final rule will not
impose, on any State, local or tribal

government, a mandate that is not
required by statute and that is not
funded by the Federal government. E.O.
12988, Civil Justice Reform. This final
rule meets applicable standards in
sections 3(a) and 3(b)(2) of this Order to
minimize litigation, eliminate
ambiguity, and reduce burden. E.O.
13045, Protection of Children from
Environmental Health Risks and Safety
Risks. This final rule is not an
economically significant rule and does
not concern an environmental risk to
safety disproportionately affecting
children.

List of Subjects in 33 CFR Part 165

Harbors, Marine safety, Navigation
(water), Reports and recordkeeping
requirements, Security measures,
Waterways.

Regulation

For the reasons set out in the
preamble, the Coast Guard amends 33
CFR part 165 as follows:

PART 165—[AMENDED]

1. The authority citation for Part 165
continues to read as follows:

Authority: 33 U.S.C. 1231; 50 U.S.C. 191,
33 CFR 1.05-1(g), 6.04-1, 6.04—-6, and 160.5;
49 CFR 1.46. Section 165.100 is also issued
under authority of sec. 311, Pub. L. 105-383.

2. Add temporary §165.T01-CGD1-
047 to read as follows:

§165.T01-CGD1-047 Fire Island Tourist
Bureau Fireworks Display, Great South Bay,
Cherry Grove, NY.

(a) Location. The safety zone
comprises all waters of Great South Bay
within a 600-foot radius of the launch
site located in approximate position
40°39'.45 N, 073°.05".23 W (NAD 1983).

Effective date. This section is effective
on June 26, 1999, from 9:30 p.m. until
10:30 p.m.

(c)(1) Regulations. The general
regulations covering safety zones
contained in § 165.23 of this part apply.

(2) All persons and vessels shall
comply with the instructions of the
Coast Guard Captain of the Port or the
designated on-scene patrol personnel.
Among these personnel are
commissioned, warrant, and petty
officers of the Coast Guard. Upon being
hailed by a U.S. Coast Guard Vessel by
siren, radio, flashing light, or other
means, the operator of a vessel shall
proceed as directed.

P.K. Mitchell,

Captain, U.S. Coast Guard, Captain of the
Port, Long Island Sound.

[FR Doc. 99-12953 Filed 5-20-99; 8:45 am]
BILLING CODE 4910-15-M

DEPARTMENT OF TRANSPORTATION
Coast Guard

33 CFR Part 165

[CGD01-99-039]

RIN 2115-AA97

Safety Zone: Groton Long Point Yacht
Club Fireworks Display, Main Beach,
Groton Long Point, CT

AGENCY: Coast Guard, DOT.

ACTION: Temporary final rule.

SUMMARY: The Coast Guard is
establishing a safety zone for the Groton
Long Point Yacht Club Fireworks
Display to be held in Long Island
Sound, 600 feet south of the main beach
in Groton Long Point, CT, on July 17,
1999. This action is needed to protect
persons, facilities, vessels, and others in
the maritime community from the
hazards associated with this fireworks
display. Entry into this safety zone is
prohibited unless authorized by the
Captain of the Port.

EFFECTIVE DATE: This regulation is
effective on July 17, 1999, from 9 p.m.
until 10:05 p.m. In case of inclement
weather, July 18, 1999, is the alternative
date for this event.

ADDRESSES: Documents relating to this
temporary final rule are available for
inspection and copying at U.S. Coast
Guard Long Island Sound, 120
Woodward Avenue, New Haven, CT
06512. Normal office hours are between
8 a.m. and 4 p.m., Monday through
Friday, except holidays. Comments may
also be faxed to this address. The fax
number is (203) 468-4445.

FOR FURTHER INFORMATION CONTACT:
Lieutenant Commander T.J. Walker,
Chief of Port Operations, Captain of the
Port, Long Island Sound, at (203) 468—
4444,

SUPPLEMENTARY INFORMATION:
Regulatory History

Pursuant to 5 U.S.C. 553, good cause
exists for not publishing a notice of
proposed rulemaking (NPRM) and for
making this rule effective in less than 30
days after publication in the Federal
Register. The sponsor of the event did
not provide the Coast Guard with the
final details for the event in sufficient
time to publish a NPRM or a final rule
30 days in advance. The delay
encountered if normal rulemaking
procedures were followed would
effectively cancel the event.
Cancellation of this event is contrary to
the public interest since the fireworks
display is for the benefit of the public.
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Background and Purpose

The Groton Long Point Yacht Club, of
Groton Long Point, CT, is sponsoring a
20-minute fireworks display off the
main beach in Groton Long Point, CT.
The fireworks display will occur on July
17, 1999, from 9:30 p.m. until 9:50 p.m.
The safety zone covers all waters of
Long Island Sound within a 600-foot
radius of the fireworks-launching barge,
which will be located off of the main
beach in Groton Long Point, CT, in
approximate position 41°-18.5' N, 072°—
02.18' W (NAD 1983). This zone is
necessary to protect the maritime
community from the hazards associated
with the fireworks display. Entry into or
movement within this zone will be
prohibited unless authorized by the
Captain of the Port or his on-scene
representative.

Regulatory Evaluation

This temporary final rule is not a
significant regulatory action under
section 3(f) of Executive Order 12866
and does not require an assessment of
potential costs and benefits under
section 6(a)(3) of that Order. It has been
exempted from review by the Office of
Management and Budget under that
Order. It is not significant under the
regulatory policies and procedures of
the Department of Transportation (DOT)
(44 FR 11040; February 26, 1979). The
Coast Guard expects the economic
impact of this rule to be so minimal that
a full Regulatory Evaluation under
paragraph 10e of the regulatory policies
and procedures of DOT is unnecessary.
This safety zone involves only a portion
of Long Island Sound, and entry into
this zone will be restricted for only 65
minutes, on July 17, 1999. Although this
regulation prevents traffic from
transiting this section of Long Island
Sound, the effect of this regulation will
not be significant for several reasons:
the duration of the event is limited; the
event is at a late hour; all vessel traffic
may safely pass around this safety zone;
and extensive, advance maritime
advisories will be made.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601 et seq.), the Coast Guard
considered whether this temporary final
rule would have a significant economic
impact on a substantial number of small
entities. “Small entities” include
independently owned and operated
small businesses that are not dominant
in their field and (2) governmental
jurisdictions with populations of less
than 50,000.

For the reasons discussed under the
Regulatory Evaluation above, the Coast

Guard certifies under section 605(b) of
the Regulatory Flexibility Act (5 U.S.C.
601 et seq.) that this rule will not have
a significant impact on a substantial
number of small entities.

Assistance for Small Entities

Under subsection 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
the Coast Guard wants to assist small
entities in understanding this temporary
final rule so that they can better
evaluate its effects on them and
participate in the rulemaking. If your
small business or organization would be
affected by this rule and you have
guestions concerning its provisions or
options for compliance, please call
LCDR T.J. Walker, telephone (203) 468—
4444,

The Ombudsman of Regulatory
Enforcement for Small Business and
Agriculture, and 10 Regional Fairness
Boards, were established to receive
comments from small businesses about
enforcement by Federal agencies. The
Ombudsman will annually evaluate
such enforcement and rate each
agency’s responsiveness to small
business. If you wish to comment on
enforcement by the Coast Guard, call 1-
888—REG-FAIR (1-888-734-3247).

Collection of Information

This temporary final rule contains no
collection-of-information requirements
under the Paperwork Reduction Act (44
U.S.C. 3501 et seq.).

Federalism

The Coast Guard has analyzed this
temporary final rule in accordance with
the principles and criteria contained in
Executive Order 12612, and has
determined that it does not raise
sufficient federalism implications to
warrant the preparation of a Federalism
Assessment.

Unfunded Mandates

Under the Unfunded Mandates
Reform Act of 1995 (Pub. L. 104—4), the
Coast Guard must consider whether this
temporary final rule will result in an
annual expenditure by State, local, and
tribal governments, in aggregate, of $100
million (adjusted annually for inflation).
If so, the Act requires that a reasonable
number of regulatory alternatives be
considered, and that, from those
alternatives, the least costly, most cost-
effective, or least burdensome
alternative that achieves the objective of
the rule be selected. No State, local, or
tribal government will be affected by
this rule, so this rule will not result in
annual or aggregate costs of $100
million or more. Therefore, the Coast

Guard is exempt from any further
regulatory requirements under the
Unfunded Mandates Act.

Environment

The Coast Guard has considered the
environmental impact of this temporary
final rule and concluded that under
Figure 2-1, paragraph 34(g), of
Commandant Instruction, M 16475.C,
this rule is categorically excluded from
further environmental documentation.
A written Categorical Exclusion
Determination is available in the docket
for inspection or copying where
indicated under Addresses.

Other Executive Orders on the
Regulatory Process

In addition to the statutes and
Executive Orders already addressed in
this preamble, the Coast Guard
considered the following executive
orders in developing this temporary
final rule and reached the following
conclusions:

E.O. 12630, Governmental Actions
and Interference with Constitutionally
Protected Property Rights. This final
rule will not effect a taking of private
property or otherwise have taking of
private property or otherwise have
taking implications under this Order.

E.O. 12875, Enhancing the
Intergovernmental Partnership. This
final rule meets applicable standards in
sections 3(a) and 3(b)(2) of this Order to
minimize litigation, eliminate
ambiguity, and reduce burden.

E.P. 13405, Protection of Children
from Environmental Health Risks and
Safety Risks. This final rule is not an
economically significant rule and does
not concern an environmental risk to
safety disproportionately affecting
children.

List of Subjects in 33 CFR Part 165

Harbors, Marine safety, Navigation
(water), Reports and recordkeeping
requirements, Security measures,
Waterways.

Regulation

For the reasons set out in the
preamble, the Coast Guard amends 33
CFR part 165 as follows:

PART 165—[AMENDED]

1. The authority citation for part 165
continues to read as follows:

Authority: 33 U.S.C. 1231; 50 U.S.C. 191;
33 CFR 1.05-1(g), 6.04-1, 6.04—6, and 160.5;
49 CFR 1.46. Section 165.100 is also issued
under authority of Sec. 311, Pub. L. 105-383.

2. Add temporary § 165.T01-CGD1-
039 to read as follows:
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§165.T01-CGD1-039 Groton Long Point
Yacht Club Fireworks Display, Main Beach,
Groton Long Point, CT

(a) Location. The safety zone includes
all waters of Long Island sound within
a 600-foot radius of the launch site
located in Long Island Sound 600 feet
south of Main Beach, Groton Long
Point, CT. in approximate position 41°—
18'.05 N, 072°-02' .08 W (NAD 1983).

(b) Effective date. This section is
effective on July 17, 1999, from 9:00
p.m. until 10:05 p.m. In case of
inclement weather, July 18, 1999, is the
alternative date for this event.

(c)(1) Regulations. The general
regulations covering safety zones
contained in §165.23 of this part apply.

(2) All persons and vessels shall
comply with the instructions of the
Coast Guard Captain of the Port or the
designated on-scene patrol personnel.
Among these personnel are
commissioned, warrant, and petty
officers of the Coast Guard. Upon being
hailed by a U.S. Coast Guard Vessel by
siren, radio, flashing light, or other
means, the operator of a vessel shall
proceed as directed.

P.K. Mitchell,

Captain, U.S. Coast Guard, Captain of the
Port, Long Island Sound.

[FR Doc. 99-12954 Filed 5-20-99; 8:45 am]
BILLING CODE 4910-15-M

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[GA-9915; FRL—6335-9]

Approval and Promulgation of Air
Quality Implementation Plans;
Georgia; Revised Format for Materials
Being Incorporated by Reference

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Final rule; notice of
administrative change.

SUMMARY: EPA is revising the format of
40 CFR part 52 for materials submitted
by the State of Georgia that are
incorporated by reference (IBR) into the
State Implementation Plan (SIP). The
regulations affected by this format
change have all been previously
submitted by the State agency and
approved by EPA.

This format revision will affect the
“Identification of plan” sections of 40
CFR part 52, as well as the format of the
SIP materials that will be available for
public inspection at the Office of the
Federal Register (OFR), the Air and
Radiation Docket and Information
Center located in Waterside Mall,

Washington, DC, and the Regional
Office. The sections of 40 CFR part 52
pertaining to provisions promulgated by
EPA or state-submitted materials not
subject to IBR review remain
unchanged.

EFFECTIVE DATE: This action is effective

May 21, 1999.

ADDRESSES: SIP materials which are

incorporated by reference into 40 CFR

part 52 are available for inspection at
the following locations:

Environmental Protection Agency,
Region 4, 61 Forsyth Street, SW,
Atlanta, GA 30303;

Office of Air and Radiation, Docket and
Information Center (Air Docket), EPA,
401 M Street, SW, Room M1500,
Washington, DC 20460; and

Office of the Federal Register, 800 North
Capitol Street, NW, Suite 700,
Washington, DC.

FOR FURTHER INFORMATION CONTACT:

Scott Martin at the above Region 4

address or at 404-562—-9036.

SUPPLEMENTARY INFORMATION: The

supplementary information is organized

in the following order:

What is a SIP?

How EPA enforces SIPs.

How the State and EPA update the SIP.

How EPA compiles the SIPs.

How EPA organizes the SIP
Compilation.

Where you can find a copy of the SIP
Compilation.

The format of the new Identification of
Plan Section.

When a SIP revision becomes federally
enforceable.

The Historical record of SIP revision
approvals.

What EPA is doing in this action.

How this document complies with the
Federal Administrative Requirements
for rulemaking.

What Is a SIP?

Each state has a SIP containing the
control measures and strategies used to
attain and maintain the national
ambient air quality standards (NAAQS).
The SIP is extensive, containing such
elements as air pollution control
regulations, emission inventories,
monitoring network, attainment
demonstrations, and enforcement
mechanisms.

How EPA Enforces SIPs

Each state must formally adopt the
control measures and strategies in the
SIP after the public has had an
opportunity to comment on them and
then submit the SIP to EPA.

Once these control measures and
strategies are approved by EPA, after
notice and comment, they are

incorporated into the federally approved
SIP and are identified in part 52
(Approval and Promulgation of
Implementation Plans), Title 40 of the
Code of Federal Regulations (40 CFR
part 52). The full text of the state
regulation approved by EPA is not
reproduced in its entirety in 40 CFR part
52, but is “incorporated by reference.”
This means that EPA has approved a
given state regulation with a specific
effective date. The public is referred to
the location of the full text version
should they want to know which
measures are contained in a given SIP.
The information provided allows EPA
and the public to monitor the extent to
which a state implements the SIP to
attain and maintain the NAAQS and to
take enforcement action if necessary.

How the State and EPA Update the SIP

The SIP is a living document which
the state can revise as necessary to
address the unique air pollution
problems in the state. Therefore, EPA
from time to time must take action on
SIP revisions containing new and/or
revised regulations as being part of the
SIP. On May 22, 1997 (62 FR 27968),
EPA revised the procedures for
incorporating by reference federally-
approved SIPs, as a result of
consultations between EPA and OFR.

EPA began the process of
developing—

1. arevised SIP document for each
state that would be incorporated by
reference under the provisions of 1 CFR
part 51;

2. arevised mechanism for
announcing EPA approval of revisions
to an applicable SIP and updating both
the IBR document and the CFR; and

3. a revised format of the
“Identification of plan’ sections for
each applicable subpart to reflect these
revised IBR procedures.

The description of the revised SIP
document, IBR procedures and
“Identification of plan’ format are
discussed in further detail in the May
22, 1997, Federal Register document.

How EPA Compiles the SIPs

The federally-approved regulations
and source specific permits (entirely or
portions of), submitted by each state
agency have been compiled by EPA into
a ““SIP Compilation.” The SIP
Compilation contains the updated
regulations and source specific permits
approved by EPA through previous rule
making actions in the Federal Register.
The compilations are contained in 3-
ring binders and will be updated,
primarily on an annual basis.
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How EPA Organizes the SIP
Compilation

Each SIP Compilation contains two
parts. Part 1 contains the regulations
and part 2 contains the source specific
requirements that have been approved
as part of the SIP. Each part has a table
of contents identifying each regulation
or each source specific permit. The table
of contents in the compilation
corresponds to the table of contents
published in 40 CFR part 52 for each
state. The Regional EPA Offices have the
primary responsibility for ensuring
accuracy and updating the
compilations.

Where You Can Find a Copy of the SIP
Compilation

The Region 4 EPA Office developed
and will maintain the compilation for
the State of Georgia. A copy of the full
text of each state’s current compilation
will also be maintained at the Office of
Federal Register and EPA’s Air Docket
and Information Center.

The Format of the New ldentification of
Plan Section

In order to better serve the public,
EPA revised the organization of the
“Identification of plan” section and
included additional information to
clarify the enforceable elements of the
SIP.

The revised Identification of plan
section contains five subsections:

(a) Purpose and scope.

(b) Incorporation by reference.

(c) EPA approved regulations.

(d) EPA approved source specific
permits.

(e) EPA approved nonregulatory
provisions such as transportation
control measures, statutory provisions,
control strategies, monitoring networks,
etc.

When a SIP Revision Becomes
Federally Enforceable

All revisions to the applicable SIP
become federally enforceable as of the
effective date of the revisions to
paragraphs (c), (d), or (e) of the
applicable identification of plan found
in each subpart of 40 CFR part 52.

The Historical Record of SIP Revision
Approvals

To facilitate enforcement of
previously approved SIP provisions and
provide a smooth transition to the new
SIP processing system, EPA retains the
original Identification of plan section,
previously appearing in the CFR as the
first or second section of part 52 for
each state subpart. After an initial two
year period, EPA will review its
experience with the new system and

enforceability of previously approved
SIP measures, and will decide whether
or not to retain the Identification of plan
appendices for some further period.

What EPA Is Doing in This Action

Today’s rule constitutes a
“housekeeping’ exercise to ensure that
all revisions to the state programs that
have occurred are accurately reflected in
40 CFR part 52. SIP revisions are
controlled by EPA regulations at 40 CFR
part 51. When EPA receives a formal SIP
revision request, the Agency must
publish the proposed revision in the
Federal Register and provide for public
comment before approval.

EPA has determined that today’s rule
falls under the *“‘good cause’ exemption
in section 553(b)(3)(B) of the
Administrative Procedures Act (APA)
which, upon finding ““good cause,”
authorizes agencies to dispense with
public participation and section
553(d)(3) which allows an agency to
make a rule effective immediately
(thereby avoiding the 30-day delayed
effective date otherwise provided for in
the APA). Today’s rule simply codifies
provisions which are already in effect as
a matter of law in Federal and approved
State programs.

Under section 553 of the APA, an
agency may find good cause where
procedures are “impractical,
unnecessary, or contrary to the public
interest.” Public comment is
“‘unnecessary’’ and “contrary to the
public interest” since the codification
only reflects existing law. Immediate
notice in the CFR benefits the public by
removing outdated citations.

How This Document Complies With the
Federal Administrative Requirements
for Rule Making

A. Executive Order 12866

The Office of Management and Budget
(OMB) has exempted this regulatory
action from review under Executive
Order (E.O.) 12866, entitled Regulatory
Planning and Review.

B. Executive Order 12875

Under E.O. 12875, EPA may not issue
a regulation that is not required by
statute and that creates a mandate upon
a State, local or tribal government,
unless the Federal government provides
the funds necessary to pay the direct
compliance costs incurred by those
governments, or EPA consults with
those governments. If EPA complies by
consulting, E.O. 12875 requires EPA to
provide to the Office of Management
and Budget a description of the extent
of EPA’s prior consultation with
representatives of affected State, local

and tribal governments, the nature of
their concerns, copies of any written
communications from the governments,
and a statement supporting the need to
issue the regulation. In addition, E.O.
12875 requires EPA to develop an
effective process permitting elected
officials and other representatives of
State, local and tribal governments *‘to
provide meaningful and timely input in
the development of regulatory proposals
containing significant unfunded
mandates.”

Today’s rule does not create a
mandate on State, local or tribal
governments. The rule does not impose
any enforceable duties on these entities.
Accordingly, the requirements of
section 1(a) of E.O. 12875 do not apply
to this rule.

C. Executive Order 13084

Under E.O. 13084, EPA may not issue
a regulation that is not required by
statute, that significantly or uniquely
affects the communities of Indian tribal
governments, and that imposes
substantial direct compliance costs on
those communities, unless the Federal
government provides the funds
necessary to pay the direct compliance
costs incurred by the tribal
governments, or EPA consults with
those governments. If EPA complies by
consulting, E.O. 13084 requires EPA to
provide to the Office of Management
and Budget, in a separately identified
section of the preamble to the rule, a
description of the extent of EPA’s prior
consultation with representatives of
affected tribal governments, a summary
of the nature of their concerns, and a
statement supporting the need to issue
the regulation. In addition, E.O. 13084
requires EPA to develop an effective
process permitting elected officials and
other representatives of Indian tribal
governments “‘to provide meaningful
and timely input in the development of
regulatory policies on matters that
significantly or uniquely affect their
communities.”

Today’s rule does not significantly or
uniquely affect the communities of
Indian tribal governments. Accordingly,
the requirements of section 3(b) of E.O.
13084 do not apply to this rule.

D. Executive Order 13045

Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997),
applies to any rule that: (1) is
determined to be “‘economically
significant” as defined under E.O.
12866, and (2) concerns an
environmental health or safety risk that
EPA has reason to believe may have a
disproportionate effect on children. If
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the regulatory action meets both criteria,
the Agency must evaluate the
environmental health or safety effects of
the planned rule on children, and
explain why the planned regulation is
preferable to other potentially effective
and reasonably feasible alternatives
considered by the Agency.

This rule is not subject to E.O. 13045
because it does not involve decisions
intended to mitigate environmental
health or safety risks.

E. Regulatory Flexibility Act

The Regulatory Flexibility Act (RFA)
generally requires an agency to conduct
a regulatory flexibility analysis of any
rule subject to notice and comment
rulemaking requirements unless the
agency certifies that the rule will not
have a significant economic impact on
a substantial number of small entities.
Small entities include small businesses,
small not-for-profit enterprises, and
small governmental jurisdictions. This
final rule will not have a significant
impact on a substantial number of small
entities because SIP approvals under
section 110 and subchapter I, part D of
the Clean Air Act do not create any new
requirements but simply approve
requirements that the State is already
imposing. Therefore, because the
Federal SIP approval does not create
any new requirements, | certify that this
action will not have a significant
economic impact on a substantial
number of small entities. Moreover, due
to the nature of the Federal-State
relationship under the Clean Air Act,
preparation of flexibility analysis would
constitute Federal inquiry into the
economic reasonableness of state action.
The Clean Air Act forbids EPA to base
its actions concerning SIPs on such
grounds. Union Electric Co., v. U.S.
EPA, 427 U.S. 246, 255-66 (1976); 42
U.S.C. 7410(a)(2).

F. Unfunded Mandates

Under section 202 of the Unfunded
Mandates Reform Act of 1995
(“Unfunded Mandates Act”), signed
into law on March 22, 1995, EPA must
prepare a budgetary impact statement to
accompany any proposed or final rule
that includes a Federal mandate that
may result in estimated annual costs to
State, local, or tribal governments in the
aggregate; or to private sector, of $100
million or more. Under section 205,
EPA must select the most cost-effective
and least burdensome alternative that
achieves the objectives of the rule and
is consistent with statutory
requirements. Section 203 requires EPA
to establish a plan for informing and
advising any small governments that

may be significantly or uniquely
impacted by the rule.

EPA has determined that the approval
action promulgated does not include a
Federal mandate that may result in
estimated annual costs of $100 million
or more to either State, local, or tribal
governments in the aggregate, or to the
private sector. This Federal action
approves pre-existing requirements
under State or local law, and imposes
no new requirements. Accordingly, no
additional costs to State, local, or tribal
governments, or to the private sector,
result from this action.

G. Submission to Congress and the
Comptroller General

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. This rule is not a
“major” rule as defined by 5 U.S.C.
804(2).

H. Petitions for Judicial Review

EPA has also determined that the
provisions of section 307(b)(1) of the
Clean Air Act pertaining to petitions for
judicial review are not applicable to this
action. Prior EPA rulemaking actions for
each individual component of the
Georgia compilation has previously
afforded interested parties the
opportunity to file a petition for judicial
review in the United States Court of
Appeals for the appropriate circuit
within 60 days of such rulemaking
action. Thus, EPA sees no need in this
action to reopen the 60-day period for
filing such petitions for judicial review.

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Carbon monoxide,
Hydrocarbons, Incorporation by
reference, Intergovernmental relations,
Lead, Nitrogen dioxide, Ozone,
Particulate matter, Reporting and
recordkeeping requirements, Sulfur
oxides.

Dated: March 22, 1999.
A. Stanley Meiburg,
Acting Regional Administrator, Region 4.

Part 52 of chapter I, title 40, Code of
Federal Regulations, is amended as
follows:

PART 52—[AMENDED)]

1. The authority citation for part 52
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.
Subpart L—Georgia

2. Section 52.570 is redesignated as
§52.590 and the heading and paragraph
(a) are revised to read as follows:

§52.590 Original Identification of plan
section.

(a) This section identifies the original
“Air Implementation Plan for the State
of Georgia” and all revisions submitted
by Georgia that were federally approved
prior to December 1, 1998.

* * * * *

3. Anew §52.570 is added to read as
follows:

§52.570 Identification of plan.

(a) Purpose and scope. This section
sets forth the applicable State
implementation plan for Georgia under
section 110 of the Clean Air Act, 42
U.S.C. 7401, and 40 CFR part 51 to meet
national ambient air quality standards.

(b) Incorporation by reference.

(1) Material listed in paragraphs (c)
and (d) of this section with an EPA
approval date prior to December 1,
1998, was approved for incorporation by
reference by the Director of the Federal
Register in accordance with 5 U.S.C.
552(a) and 1 CFR part 51. Material is
incorporated as it exists on the date of
the approval, and notice of any change
in the material will be published in the
Federal Register. Entries in paragraphs
(c) and (d) of this section with EPA
approval dates after December 1, 1998,
will be incorporated by reference in the
next update to the SIP compilation.

(2) EPA Region 4 certifies that the
rules/regulations provided by EPA in
the SIP compilation at the addresses in
paragraph (b)(3) are an exact duplicate
of the officially promulgated State rules/
regulations which have been approved
as part of the State implementation plan
as of December 1, 1998.

(3) Copies of the materials
incorporated by reference may be
inspected at the Region 4 EPA Office at
61 Forsyth Street, SW., Atlanta, GA
30303; the Office of the Federal Register,
800 North Capitol Street, NW., Suite
700, Washington, DC.; or at the EPA, Air
and Radiation Docket and Information
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Center, Air Docket (6102), 401 M Street,

SW., Washington, DC. 20460.

(c) EPA approved regulations.

EPA APPROVED GEORGIA REGULATIONS

State effective

EPA ap-

State citation Title/subject date proval date Comments
391-3-1-.01 .o Definitions .......ccoovvvvvvriiiiencieeene 11/20/94 | 02/02/96
61 FR 3817
391-3-1-.02 ..o Provisions.
391-3-1-.02(1) .... General Requirements ............c....... 03/20/79 | 09/18/79
44 FR 54047
391-3-1-.02(2) .eeevirieeeieieeiiee e Emission Standards ...........ccccoeeueee. 06/23/96 | 06/27/96
61 FR 33372
391-3-1—-.02(2)(8) -+eerveerrveerierreeanane General Provisions ..........c.ccceeeenee. 01/09/91 | 01/26/93
58 FR 6093
391-3-1—-.02(2)(D) +evveeerreeeeiieeene Visible EMISSIONS .......cccovvveviriennene 01/17/79 | 09/18/79
44 FR 54047
391-3-1-.02(2)(C) vveerrvreeervreenrnnnn INCINErators .......cccceevviiveeiiiieeeee, 05/01/85 | 07/06/88
53 FR 25329
391-3—-1-.02(2)(d) .+eevvverreerieiniiee Fuel-burning Equipment ................. 01/17/79 | 09/18/79
44 FR 54047
391-3-1-.02(2)(€) -.vveerrerreerireaariennnn Particulate Emission from Manufac- 01/17/79 | 09/18/79
turing Processes. 44 FR 54047
391-3-1-.02(2)(f) .eovvreerrererireeeriennnn Normal Superphosphate Manufac- 01/17/79 | 09/18/79
turing Facilities. 44 FR 54047
391-3-1—-.02(2)(Q) «evververrrerverveervennes Sulfur DioXide .......ccccovvrieriiieee 12/03/86 | 58 FR 6093
391-3—-1-.02(2)(N) .veevvvevrieriieiiene. Portland Cement Plants .................. 01/17/79 | 09/18/79
44 FR 54047
391-3-1—-.02(2)(1) vervverrereerrereereennes Nitric Acid Plants ........cccceevierennne 01/17/79 | 09/18/79
44 FR 54047
391-3-1—-.02(2)(J) eerreereereereereeriennes Sulfuric Acid Plants ..........c.ccoceennnne. 01/17/79 | 09/18/79
44 FR 54047
391-3-1-.02(2)(K) .veeeerivreerireearienenn Particulate Emission from Asphaltic 01/17/79 | 09/18/79
Concrete Hot Mix Plants. 44 FR 54047
391-3-1-.02(2)(I) «covvreerrrreriireeeienenn Conical BUINErs ......cccccoevveevivveennnns 01/17/79 | 09/18/79
44 FR 54047
391-3-1-.02(2)(M) eeeverireeerireiene repealed ........cccovviiiiiiiiininee 06/30/75 | 10/03/75
40 FR 45818
391-3—-1—-.02(2)(N) -veerveerrierireriieees Fugitive DUSE .......ccovveiiiiiiiiiceee 01/17/79 | 09/18/79
44 FR 54047
391-3—-1-.02(2)(0) .+eevveerrieririrrienene Cupola Furnaces for Metallurgical 01/27/72 | 37 FR 10842
Melting.
391-3-1-.02(2)(P) -vveeervrreeravreearnnens Particulate Emissions from Kaolin 12/16/75 | 08/20/76
and Fuller’s Earth Processes. 41 FR 35184
391-3—1—-.02(2)(Q) -+eeveervveerrrereeenines Particulate Emissions from Cotton 01/27/72 | 05/31/72
Gins. 37 FR 10842
391-3-1-.02(2)(F) ceeeeerrereriireeenann Particulate Emissions from Granu- 01/27/72 | 05/31/72
lar and Mixed Fertilizer Manufac- 37 FR 10842
turing Units.
391-3-1-.02(2)(1) -evveeeirererireaerienenn VOC Emissions from Automobile 12/20/94 | 02/02/96
and Light Duty Truck Manufac- 61 FR 3817
turing.
391-3—1—-.02(2)(U) -veevvverreerirrrrienene VOC Emissions from Can Coating 01/09/91 | 10/13/92
57 FR 46780
391-3-1-.02(2)(V) veeerrrrreerireearinnnns VOC Emissions from Coil Coating 01/09/91 | 10/13/92
57 FR 46780
391-3—1—-.02(2)(W) .eevvverreerrrnrienenes VOC Emissions from Paper Coat- 01/09/91 | 10/13/92
ing. 57 FR 46780
391-3-1-.02(2)(X) evveerrevreeriereaarann VOC Emissions from Fabric and 01/09/91 | 10/13/92
Vinyl Coating. 57 FR 46780
391-3-1-.02(2)(Y) eeeeerrererrreaarinnnns VOC Emissions from Metal Fur- 01/09/91 | 10/13/92
niture Coating. 57 FR 46780
391-3-1-.02(2)(Z) cvveeererererireaaiennn VOC Emissions from Large Appli- 01/09/91 | 10/13/92
ance Surface Coating. 57 FR 46780
391-3-1-.02(2)(Q) «.veervveervrrreianeen VOC Emissions from Wire Coating 01/09/91 | 10/13/92
57 FR 46780
391-3-1-.02(2)(bb) ...eevviiriiiin Petroleum Liquid Storage ............... 01/09/91 | 10/13/92
57 FR 46780
391-3-1-.02(2)(CC) .ererrrvrrerrrraarnenenn Bulk Gasoline Terminals ................. 01/09/91 | 10/13/92
57 FR 46780
391-3-1-.02(2)(dd) .eevvvreeerieenee Cutback Asphalt ..........ccccvvvieenne. 01/17/79 | 09/18/79
44 FR 54047
391-3-1-.02(2)(€€) ..eeevvrreerrrraaruennnn Petroleum Refinery ..........ccccceeveeee. 01/09/91 | 10/13/92

57 FR 46780
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EPA APPROVED GEORGIA REGULATIONS—Continued

State effective

EPA ap-

State citation Title/subject date proval date Comments
391-3—-1—-.02(2)(ff) .veevveerreerreiiieeen Solvent Metal Cleaning ................... 01/09/91 | 10/13/92
57 FR 46780
391-3-1-.02(2)(gQ) -ververreerverreereennes Kraft Pulp Mills .......ccoeviiiiiiiiee 06/03/88 | 09/30/88
53 FR 38290
391-3-1-.02(2)(hh) ..ccoviiiiiiieeee. Petroleum  Refinery  Equipment 06/24/94 | 02/02/96
Leaks. 61 FR 3817
391-3—-1—-.02(2) (i) -veerveerreerireriieine VOC Emissions from Surface Coat- 04/03/91 | 10/13/92
ing of Miscellaneous Metal Parts 57 FR 46780
and Products.
391-3—1—-.02(2)(Jj) -veerveerveerrerieeeninns VOC Emissions from Surface Coat- 04/03/91 | 10/13/92
ing of Flat Wood Paneling. 57 FR 46780
391-3—-1-.02(2)(KK) ecvverveerrieiienne. VOC Emissions from Synthesized 12/18/80 | 11/24/81
Pharmaceutical Manufacturing. 46 FR 57486
391-3-1-.02(2)(I) eveeririieiiieeeienn VOC Emissions from the Manufac- 12/18/80 | 11/24/81
ture of Pneumatic Rubber Tires. 46 FR 57486
391-3-1-.02(2)(MM) ..eovveerrirrienne. VOC Emissions from Graphic Arts 04/03/91 | 10/13/92
Systems. 57 FR 46780
391-3-1-.02(2)(NN) .eeevirreerireeerienen. VOC Emissions from External 12/18/80 | 11/24/81
Floating Roof Tanks. 46 FR 57486
391-3-1-.02(2)(00) ..veervveerirranrienene Fiberglass Insulation Manufacturing 12/18/80 | 11/24/81
Plants. 46 FR 57486
391-3—1—-.02(2)(PP) ---vvervveervvrrivrenene Bulk Gasoline Plants ............cccc..... 04/03/91 | 10/13/92
57 FR 46780
391-3-1-.02(2)(AQ) «-eeevveeervreeernnens VOC Emissions from Large Petro- 04/03/91 | 10/13/92
leum Dry Cleaners. 57 FR 46780
391-3—1—-.02(2)(I1) +eevverreerrieieeees Gasoline  Dispensing  Facility— 04/03/91 | 10/13/92
Stage |. 57 FR 46780
391-3-1—-.02(2)(SS) -eeeerrvrrerrirreeriunens Gasoline Transport Vehicles and 04/03/91 | 10/13/92
Vapor Collection Systems. 57 FR 46780
391-3-1-.02(2)(UU) .eeevvvrererrrreeeeen. Visibility Protection .........cccccoeevvvennnes 10/31/85 | 01/28/86
51 FR 3466
391-3-1—-.02(2)(WW) covevererireaainee. Perchloroethylene Dry Cleaners ..... 11/15/94 | 06/27/96 Repealed.
61 FR 33372
391-3-1-.02(2)(ZZ) «evvveeveerireaeeanne Gasoline Dispensing Facilities— 11/12/92 | 02/02/96
Stage II. 61 FR 3819
391-3—-1-.02(2)(CCC) vvvvvrerrrrrranene VOC Emissions from Bulk Mixing 11/15/94 | 02/02/96
Tanks. 61 FR 3817
391-3-1-.02(2)(€€€) ...ccvveerrreeaeenen. VOC Emissions from Expanded 11/15/94 | 02/02/96
Polystyrene Products Manufac- 61 FR 3817
turing.
391-3-1-.02(3) .eeoerrererireeenieeene Sampling ..cc.ooovevvenine 11/20/94 | 02/02/96
61 FR 3817
391-3-1-.02(4) eevirreeiie e Ambient Air Standards .................... 01/09/91 | 12/14/92
57 FR 58989
391-3-1-.02(5) .eevverrererireienieeienes Open BUMINgG .....occovvenenieneieeneee 05/27/85 | 08/09/88
53 FR 29890
391-3—1—-.02(6) .eevveerreeiirieririeiieee Source MONItoring .......ccceevveereeennne. 11/20/94 | 02/02/96
61 FR 3819
391-3—1—-.02(7) .eevorieiiiirieiieiee Prevention of Significant Deteriora- 06/13/94 | 02/02/96
tion of Air Quality. 61 FR 3819
391-3-1-.02(8) ..covveeeriieeeniiee e New Source Performance Stand- 03/20/79 | 09/18/79
ards. 44 FR 54047
391-3—-1-.02(9) .eevorieriiiieeeee Emission Standards for Hazardous 03/20/79 | 09/18/79
Air Pollutants. 44 FR 54047
391-3-1-.03 ..o Permits ....cccoooviiiiiiii e 10/28/92 | 02/02/96 Paragraph (9) Permit Fees; Para-
61 FR 3819 graph (10) Title V Operating Per-
mits; Paragraph (11) Permit by
Rule have not been federally ap-
proved.
391-3-1-.04 ..o Air Pollution Episodes ...........cccccc.... 11/20/75 | 08/20/76
41 FR 35184
391-3-1-.05 .ioooiiiiieiiee e Regulatory Exceptions .................... 11/22/92 | 02/02/96
61 FR 3819
391-3—1-.07 oo Inspections and Investigations ....... 11/20/75 | 08/20/76
41 FR 35184
391-3-1-.08 ...cooiiiiiieee e Confidentiality of information .......... 11/20/75 | 08/20/76
41 FR 35184
391-3-1-09 ..o Enforcement ..........ccccoviiiiiiine 11/22/92 | 02/02/96
61 FR 3819
391-3—-1-10 .iocoiiriieiiee Continuance of Prior Rules ............ 11/22/92 | 02/02/96

61 FR 3819
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EPA APPROVED GEORGIA REGULATIONS—Continued

State effective

EPA ap-

State citation Title/subject date proval date Comments
391-3-10-.01 ..coorrreieeee e Definitions .......ccoocvvvevieiieniieeee 11/22/92 | 02/02/96
61 FR 3819
391-3-10-.04 ..ooeiiiieeee e Emission Control Inspection Proce- 11/22/92 | 02/02/96
dures. 61 FR 3819
391-3-10-.07 .eoeiiiiieeieeeeiee e Qualifications for Mechanic Inspec- 11/22/92 | 02/02/96
tors. 61 FR 3819
391-3-10—10 ..oeriiiiiiiiiiieee s ReCOrds .....coooviveiiiieieiee e 11/22/92 | 02/02/96
61 FR 3819
391-3-10—12 .cceiiiiiiiiiieeee s FEES i 11/22/92 | 02/02/96
61 FR 3819
391-3-10-24 .ccoevreee e Repairs: Reports, Failures, Re- 11/22/92 | 02/02/96
inspections, Owner’s Consent. 61 FR 3819
391-3-10-.30 .cooiiieiiiiiie e Completion of Emission Inspection 11/22/92 | 02/02/96
Sticker, Loss, Theft, Transfer- 61 FR 3819
ability of Same.
391-3-20 .o Enhanced Inspection and Mainte- 09/24/97 | 08/11/97
nance. 62 FR 42916
391-3-21-01 oo Definitions .......ccoovvvvviiiieiiieeee 05/22/94 | 12/21/95
60 FR 66150
391-3-21-.02 ..o Covered Area .......ccccovvveereneennene 05/22/94 | 12/21/95
60 FR 66150
391-3-21-.03 .iiiiiieeeeee e Covered Fleet Operators ................ 05/22/94 | 12/21/95
60 FR 66150
391-3-21—.04 oo Covered Fleet Vehicles; Exemp- 05/22/94 | 12/21/95
tions. 60 FR 66150
391-3-21-.05 ..coooiiiiii e Determination of Capable of Being 05/22/94 | 12/21/95
Centrally Fueled. 60 FR 66150
391-3-21-.06 ....oovirriiiriieee e Purchase Requirements ................. 05/22/94 | 12/21/95
60 FR 66150
391-3-21-.07 .ooeoieeeeeee Emission Standards .............ccccee... 05/22/94 | 12/21/95
60 FR 66150
391-3-21-.08 ...oooiiiiiieee e Credit Program  .......c.cccoeeeveveiieennne. 05/22/94 | 12/21/95
60 FR 66150
391-3-21-.09 .oiiiiiiee e Transportation Control Measures ... 05/22/94 | 12/21/95
60 FR 66150
391-3-21—.20 .eeeiiiiieeieee e Requirements for Fuel Providers .... 05/22/94 | 12/21/95
60 FR 66150
391-3-21—11 .ooiiiiiiiiieeee s Enforcement .........ccccoviieeiiiiiennen. 05/22/94 | 12/21/95
60 FR 66150
(d) EPA-approved State Source specific requirements.
EPA-APPROVED GEORGIA SOURCE-SPECIFIC REQUIREMENTS
Name of source Permit No. Stated(;ftfgctlve prEol\D/QI 321(3 Comments
Georgia Power Plant Bowen ........... EPD-AQC—180 .....cceevireeeiiieeaiannn 11/17/80 | 08/17/81
46 FR 41498
Georgia Power Plant Harllee | 4911-117-6716-0 .....c.cccceeeiveeenns 04/23/80 | 05/05/81
Branch. 46 FR 25092
ITT Rayonier, INC ....ccoevvcveeeiiieens 2631-151-7686—-C ......cccvvvvvveeernnns 11/04/80 | 08/14/81
46 FR 41050
Georgia Power Plant Bowen ........... EPD-AQC-163 ....ccoceevvvveeviieeerienn 05/16/79 | 01/03/80
45 FR 781
Union Camp ...coooeevieeiieiieeneeeie 2631-025-7379 ..ocvviieiiieiiieeee 12/18/81 | 04/13/82
47 FR 15794
Blue Bird Body Company ................ 3713-111-8601 ....ccevveeiiieeiieees 01/27/84 | 01/07/85
50 FR 765
Plant McDonough .......ccccecvenieineene 4911-033-5037-0 conditions 10 12/27/95 | 03/18/99
through 22. 64 FR 13348
Plant Yates ......cccocoeeiiiiieiiiiceiieeee 4911-038-4838-0 conditions 19 12/27/95 | 03/18/99
through 32. 64 FR 13348
Plant Yates ......ccccccooevviieienieeiennns 4911-038-4839-0 conditions 16 12/27/95 | 03/18/99
through 29. 64 FR 13348
Plant Yates .......cccccoocvievieiiiiniiicnnne 4911-038-4840-0 conditions 16 12/27/95 | 03/18/99
through 29. 64 FR 13348
Plant Yates .........cccceeviiiiiinininnnne 4911-038-4841-0 conditions 16 12/27/95 | 03/18/99
through 29. 64 FR 13348
Plant AtKinSON ........ccoevvveiiiiniciiene 4911-033-1321-0 conditions 8 11/15/94 | 03/18/99
through 13. 64 FR 13348
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EPA-APPROVED GEORGIA SOURCE-SPECIFIC REQUIREMENTS—Continued

Name of source Permit No. Stated(;ftfgcnve pE)'\D/'; %F;'te Comments

Plant AtKinSON .......cccoeevveiiieniciiene 4911-033-1322-0 conditions 8 11/15/94 | 03/18/99
through 13. 64 FR 13348

Plant AtKinSON .......cccoeevveiiieniciiene 4911-033-6949 conditions 5 11/15/94 | 03/18/99
through 10. 64 FR 13348

Plant AtKinSON .......cccoeevveiiieniciiene 4911-033-1320-0 conditions 8 11/15/94 | 03/18/99
through 13. 64 FR 13348

Plant AtKinSON .......cccoeevveiiieniciiene 4911-033-1319-0 conditions 8 11/15/94 | 03/18/99
through 13. 64 FR 13348

Plant McDonough .......ccccoeevveeiinene 4911-033-6951 conditions 5 11/15/94 | 03/18/99
through 10. 64 FR 13348

Atlanta Gas Light Company ............ 4922-028-10902 conditions 20 and 11/15/94 | 03/18/99
21. 64 FR 13348

Atlanta Gas Light Company ............ 4922-031-10912 conditions 27 and 11/15/94 | 03/18/99
28. 64 FR 13348

Austell Box Board Corporation ....... 2631-033-11436. conditions 1 11/15/94 | 03/18/99
through 5. 64 FR 13348

Emory University .......ccccevvvveeniinnnnns 8922-044-10094 conditions 19 11/15/94 | 03/18/99
through 26. 64 FR 13348

General Motors Corporation ........... 3711-044-11453 conditions 1 thor- 11/15/94 | 03/18/99
ough 6 and Attachment A. 64 FR 13348

Georgia Proteins Company ............. 2077-058-11226 conditions 16 11/15/94 | 03/18/99
through 23 and Attachment A. 64 FR 13348

Owens—Brockway Glass Container, | 3221-060-10576 conditions 26 11/15/94 | 03/18/99
Inc. through 28 and Attachment A. 64 FR 13348

Owens—Corning Fiberglas Corpora- | 3296-060-10079 conditions 25 11/15/94 | 03/18/99
tion. through 29. 64 FR 13348

William L. Bonnell Co ........cccoeeveeenne 3354-038-6686—0 conditions 17 11/15/94 | 03/18/99
through 30. 64 FR 13348

Transcontinental Gas Pipe Line | 4922-075-10217 conditions 21 11/15/94 | 03/18/99
Corporation. through 24. 64 FR 13348

Lockheed-Georgia Company ......... 9711-033-11456  conditions 1 11/15/94 | 03/18/99
through 11. 64 FR 13348

Blue Circle Incorporated Permit ...... 3241-060-8670  conditions 48 11/15/94 | 03/18/99
through 54. 64 FR 13348

(e) Reserved.

[FR Doc. 99-12488 Filed 5-20-99; 8:45 am]
BILLING CODE 6560-50-P

FEDERAL EMERGENCY
MANAGEMENT AGENCY

44 CFR Part 62
RIN 3067-AC92

National Flood Insurance Program
(NFIP); Determining the Write-Your-
Own Expense Allowance

AGENCY: Federal Emergency
Management Agency (FEMA).
ACTION: Final rule.

SUMMARY: We (FEMA) are changing our
method for establishing the Write-Your-
Own (WYO) expense allowance
percentage for years beginning on or
after October 1, 1999. We will use a new
formula to derive the expense ratios in
determining the operating portion of the
expense allowance. This formula will
use direct, as opposed to net, premium
and expense information for the
property/casualty industry and will
have the effect of lowering the expense

allowance. However, during
arrangement year 1999-2000 only we
will set the expense allowance at the
mid-point between the expense
allowance calculated using direct as
opposed to net premium and expense
information.

EFFECTIVE DATE: This rule is effective on
October 1, 1999.

FOR FURTHER INFORMATION CONTACT:
Edward T. Pasterick, Federal Emergency
Management Agency, Federal Insurance
Administration, 500 C Street SW., room
429, Washington, DC 20472, 202—-646—
3443, (facsimile) 202-646-3445, or
(email) edward.pasterick@fema.gov. We
will post at www.fema.gov/nfip the text
of the 1999-2000 Arrangement by June
1, 1999.

SUPPLEMENTARY INFORMATION: On
November 13, 1998, we proposed a rule
at 63 FR 63432 that would change the
method for establishing the Write Your
Own (WYO) expense allowance
percentage for arrangement years
beginning on or after October 1, 1999.
We proposed using a new formula to
derive the expense ratios used in
determining the operating portion of the
expense allowance. This new formula

would use direct, as opposed to net,
premium and expense information for
the property and casualty industry. It
would have the effect of lowering the
expense allowance to participating
companies.

On Tuesday, February 9, 1999, we
held a public meeting to discuss the
proposed rule and other changes to the
WYO expense allowance that were
published in an advance notice of
proposed rulemaking at 63 FR 63431,
November 13, 1998. Nineteen people
representing fourteen WYO companies
and vendors attended this meeting.
Most of the comments made at the
public meeting duplicated the written
comments submitted in response to the
notice of proposed rulemaking. This
Supplementary Information also
discusses new comments made at that
meeting.

General Comments

Concerns about reduced WYO
company compensation. During the
comment period, we received comments
from ten WYO companies that opposed
reducing the WYO expense allowance.
The companies agreed that it is
reasonable to use direct rather than net
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data in order to establish the expense
allowance percentage, but the
overarching concern of the companies
was that such a change would reduce
company compensation. In every case
where a commenter cited the differences
or complexities of writing flood
insurance, the underlying concern was
not that we are creating a further
complexity with this rule but that
reducing the expense allowance will
reduce profits. None of the companies,
however, provided any data to support
the assertion that their operating costs
have increased during the fifteen years
of operation of the WYO program. Nor
has the WYO program ever guaranteed
any set profit margin for participating
companies.

We want to continue the same basic
approach that we have used for more
than 15 years. That is, we will continue
to use published property/casualty
industry expense information to derive
flood insurance expense allowances.
But we base our new formula on
statistical data that were not available
fifteen years ago when we established
the compensation formula, that is, direct
versus net premium.

Direct versus net premium. Our use of
direct rather than net premium more
accurately than before reflects the
unique nature of the flood insurance
partnership between the Government
and industry where we assume liability
for flood losses, and companies do not
have to incur costs for reinsurance. A
number of companies that commented
on the proposed change agreed that this
is a logical approach. At issue are the
specifics of the formula we use to set
compensation for participating
companies.

We believe that continuing to use net
rather than direct premium for the
property/casualty industry as basis for
compensation would neglect more
refined data now available to us and
would also include components that do
not apply to the NFIP. Fifteen years ago,
the Insurance Expense Exhibit for the
property and casualty insurers did not
provide direct premium and expense
information comparable to what is
available today in Aggregates and
Averages. The result was that we
calculated an expense allowance that all
found in the early days of the program
to be reasonable and acceptable.

Information on direct premiums,
however, provides a superior indicator
for computing the expense ratio. Direct
premiums written represent the
aggregate amount of recorded,
originated premiums—other than
reinsurance—written during a year after
deducting all return premiums. Net
premiums written include direct

premiums written plus reinsurance
assumed, less reinsurance ceded.

Reinsurance is not, however, a part of
the WYO company’s flood business
because the Federal Government
assumes liability for all losses.
Therefore, the expense allowance
should not include reinsurance in the
calculation of the expense ratio. Using
net premium has the effect of including
non-applicable reinsurance costs and
has had the effect of providinga WYO
company with a level of compensation
that is too high, one that we can no
longer justify. This rule appropriately
changes the basis for compensating
companies and is adequate to
compensate companies for doing
business under the NFIP.

Final Decision on Compensation for
Arrangement Year 1999-2000

At the February 9, 1999 public
meeting, several companies asked us not
to implement a change in the
compensation formula from October 1,
1999 to October 1, 2000 before we study
the change in more detail. We do not
believe such a study is necessary. The
WYO companies agreed that using
direct as opposed to net data published
by A.M. Best is reasonable. We
recognize that any decrease in
compensation will require adjustments
by the WYO companies. Therefore, we
have decided to provide a transition
phase before the change we proposed on
November 13, 1998 becomes effective.

As an accommodation, we will set the
WYO expense allowance for FY 2000,
which begins on October 1, 1999, at the
mid-point between the expense
allowance calculated using direct
premium and expense information and
the expense allowance calculated using
net premium and expense information.
This will give the companies a one-year
adjustment period before they
implement the new method for
calculating the expense allowance.

For the 1999-2000 arrangement year,
the midpoint is 31.7 percent, which
compares with the base allowance for
the current arrangement year of 31.6
percent. For FY 2001, beginning October
1, 2000, we will calculate the WYO
expense allowance using direct
premium and expense information.

We are working with the WYO
companies to develop new incentives
for rewarding companies’ marketing
efforts. These incentives will be in
addition to the basic WYO expense
allowance described above. We intend
to put these new incentives in place on
October 1, 1999.

Specific Comments

During the comment period, a number
of Write-Your-Own companies
submitted comments for consideration.
We believe that we have addressed
many of the underlying concerns of the
commenters in the light of the
accommodation we are making with this
final rule. Since these comments
comprise the public record on this
rulemaking action, we state our position
on these comments.

No “Built-In”’ Profits

Five companies expressed concerns
that the proposed change in the expense
allowance has no “built-in” profit
margin for flood business and that
companies may not accrue and retain
interest on investment income—a
potential source of profit. During the
fifteen years of the WYO program, the
expense allowance has never included a
specific profit component in the
expense allowance for participating
companies. There is, however, an
implicit profit margin because the
program draws insurers whose costs are
below the expense allowance. Hence,
they earn a profit.

Also, private WYO participants,
appropriately, may not retain interest on
their flood premium income. WYO
companies participate in the program
without risk, that is, the Arrangement
guarantees reimbursement for all loss
payments. The ability to earn a return
on invested premiums to pay for losses
in other lines of insurance is not a
consideration in flood insurance. The
proposed change in the expense
allowance does not affect that long-
standing and appropriate restriction.

Commissions

One company believed that company
profits decrease as companies compete
for business by offering higher
commissions as an incentive to attract
agents. We have always maintained that
what a company chooses to compensate
agents is a matter between the company
and the agent. We believe that fifteen
percent is a reasonable compensation
figure for agent commissions, which we
account for in the expense allowance;
however, if a company chooses to
increase its commission as a business
incentive, then that is the company’s
prerogative.

Reduced Expense Allowance May
Reduce the Number of Participants

Five companies expressed concern
that a reduction in the expense
allowance will hurt the WYO program—
marginal companies will withdraw and
new companies will balk at joining the
program. The result, these companies
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believe, will be more business on the
direct side and less growth in policies.
One of our goals is to encourage insurers
to participate and at the same time to
hold the line on program costs which
policyholders and taxpayers bear. But as
with any industry, when competition
increases, marginal participants may
withdraw and new entrants can expect
less profit. We do not believe that this

is necessarily a negative consequence.
We are also confident in our cost data,
and we do not believe that the reduction
in the expense allowance will cause
withdrawals from the program by
successful companies.

Reduced Expense Allowance May
Result in Poor Customer and Agent
Service

Two companies believed that the
proposed reduction in the expense
allowance could lead to a deterioration
of services to policyholders and agents.
We strongly disagree with this position.
The expense allowance accounts for the
costs needed to provide and maintain
adequate services to NFIP policyholders
and a profit for efficient companies.

Inherent Differences Between Flood
Insurance and Other Lines

Eight companies said that the “flood
product” is essentially different from
other property/casualty insurance
products because of the complexity in
writing flood insurance. The companies
claim that these complexities, for
example, identifying risks ineligible for
flood insurance under the Coastal
Barrier Resources Act, increase costs.
There are clearly differences between
flood insurance and other lines of
property and casualty insurance.
Therefore, we believe that the five lines
of property/casualty insurance that we
have been using are still the best proxy
for compensating WYO companies. But
we also believe that using direct rather
than net premium data will provide
WYO companies with adequate
compensation for their costs.

Flood Insurance Rating

Five companies also highlighted the
difference in rating methodology for
flood and for other lines of property and
casualty insurance. The companies cited
as an example flood maps, which they
called “antiquated.” The companies
also expressed concern over the use of
“non-standard” forms such as the
elevation certificate in the underwriting
process. Because of these complexities,
several of these companies have
obtained the services of third parties to
determine the flood zone on FEMA’s
maps for rating flood insurance policies.
The companies expressed concern that

these costs are not reimbursable under
the program. While we do not reimburse
companies specifically for outsourcing
flood work, the method of determining
the expense allowance by this rule is
adequate to cover these costs.

Agent Training and Education

Several companies also expressed
concern that agents find the flood
insurance program complicated, which
complexity creates a demand for
training. Training of company agents is
the primary responsibility of the
company, and the expense allowance
accounts for the expenses of a WYO
company to train its agents. Still, we
have made a commitment to help WYO
companies with their agent training in
the past, and we will continue to do so
in the future. By the end of the current
arrangement year, we will have
conducted 150 workshops for insurance
agents interested in selling flood
insurance. The workshops are open not
only to independent agents but also the
agents of our WYO partners. We plan to
hold the same number of workshops for
agents next year as well. We have also
helped participating companies develop
training delivery systems of their own
by conducting, upon request, train-the-
trainer sessions on the NFIP for
company trainers. To give agents
immediate access to underwriting and
rating information about the NFIP, we
provide on our web site (www.fema.gov/
nfip):

The flood insurance manual,

¢ Underwriting information,

¢ A list of WYO companies,

» Dates and locations of agents
workshops, and

¢ Other program information.

Statistical Reporting

Four companies expressed concern
that the WYO program requires monthly
statistical reporting whereas other lines
of property and casualty insurance only
require statistical reporting on a
quarterly basis. This point is accurate.
Most other lines require statistical
reporting on a quarterly basis. Even so,
the WYO program has been requiring
statistical reporting on a monthly basis
for fifteen years, and the method of
setting the expense allowance under
this rule is adequate to cover reporting
costs as well.

Unique Adjuster Skills

Four companies also pointed out that
handling flood claims requires unique
adjuster skills with the adjusters
certified by the Federal Government.
This is also accurate. Adjusters handling
flood claims under the Write Your Own
program have, for fifteen years, needed

special training and certification to
adjust flood claims. Reducing the
expense allowance does not affect this
aspect of a company’s participation in
the WYO program. Training adjusters is
a cost necessary to do business under
the flood insurance program, a cost that
we have taken into consideration in
setting the expense allowance.

Higher Company Costs

Two companies commented that we
used to provide forms, the flood
insurance policy, manuals, and
seminars free of charge to WYO
companies. Companies must now cover
the nominal costs to produce these
materials and conduct training at their
own expense. We recognize that
companies are now paying for some
products that were free; however, the
general expense category of the WYO
expense allowance compensates
companies for these and other costs of
selling and servicing flood insurance.
Providing companies with free materials
was for companies a further enrichment
that we can no longer justify.

Acceptable Error and Reject Rates

Two companies expressed concern
that maintaining acceptable error and
reject levels is costly. Company systems,
they claimed, for standard property and
casualty processing, do not lend
themselves to handling flood business.
Therefore, many companies either
outsource this part of their flood
business or develop stand-alone
systems. This is accurate. But again
outsourcing or operating stand-alone
systems is no different today than it has
been for fifteen years since the start of
the WYO program. Outsourcing or
developing stand-alone systems is a cost
of doing business under the program, a
cost that participating companies
willingly assume when they choose to
join the program.

Audits

Two companies expressed concern
that the WYO program requires an
independent audit at the expense of the
company. First, we always have
required such an independent audit at
the company’s expense under this
program. It is nothing new. In addition,
independent audits of companies’
financial statements are not a unique
requirement of the flood insurance
program. Any publicly traded company
requires accountability to its
shareholders in the form of financial
statements that are subject to
independent audits. Annual statements
by insurance companies to the National
Association of Insurance Commissioners
are also subject to an independent audit.
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Program Changes

Four companies expressed concern
that frequent program changes require
additional computer programming, new
printing and publications, more training
and mailings, as well as more rewriting
of policies. These companies offered no
specific data to indicate the relationship
between the program changes and cost
increases to implement those changes.
We believe our data, which justify a
lower expense allowance, take into
consideration systems and other
program changes that participating
companies must make each year.

Reducing Expenses

One company suggested that we
should conduct an analysis of ways to
reduce expenses while improving
service to policyholders before
proposing to adjust the expense
allowance formula. They contended that
our proposal to reduce the expense
allowance failed to consider how to
reduce or eliminate operating costs. The
responsibility to hold program costs to
a minimum and to provide the highest
service exists apart from the issue of the
expense allowance. We agree that we
must provide improved service at
reduced costs, but our purpose in
proposing the new expense allowance
formula was to take advantage of data
that were not available when we
established the current formula. These
new industry expense data support the
proposed reduction in the expense
allowance that, we believe, is adequate
to cover companies’ operating costs.

Alternative Formula

One company proposed an alternative
formula for calculating the expense
allowance. They suggested that we only
use cost data for participating WYO
companies rather than data for five
property insurance lines and that we
replace the fixed 15 percent commission
allowance in the current formula with
the “Commission & Brokerage’ expense
published in A.M. Best. Under their
proposal, the “Commission &
Brokerage”, **Other Acq.”, ““General
Exp.” and “Taxes” would be combined
and the expense allowance would be set
at the mean of this amount plus one
standard deviation which, would cover
the operating costs of approximately
two-thirds of the companies. The
commenter recognized that companies
would have to report their expenses
associated with the NFIP and suggested
that this be done on a mandatory
separate statement line on the NAIC
Insurance Expense Exhibit. This
company also proposed reporting this
information annually and updating the

WYO expense allowance every three
years.

We have always favored using
published average industry expense
ratios for other acquisition, general
expenses and taxes because neither we
nor the WYO companies can affect those
ratios. A disadvantage to the alternative
approach to the proposed compensation
formula is that it would impose an
additional reporting requirement on the
companies and require the NAIC to
change the Insurance Expense Exhibit.
We believe that for 15 years the formula
for compensating the companies has
been fair and that we should continue
to use it in its current form based on the
best available data.

Adverse Impact on Industry Ratios

One company said that the adverse
impact on industry ratios and ratings, as
a result of an insurer’s decision to join
the WYO program, should be a factor in
determining the expense allowance
level. We recognize that companies
must report flood insurance activities on
their financial statements that are used
to derive industry ratios and ratings.
However, we believe that a company
should evaluate the impacts that
reporting flood business will have on
their industry ratios and ratings before
deciding to participate in the WYO
program. The effect of reporting this
information will vary significantly
among the WYO companies and is not
easily measured. We do not believe the
impact on industry ratios and ratings
should be a factor in our compensation
to companies, nor should it be a
deterrent to companies participating in
the program.

The Expense Allowance and Marketing
Incentives

One company said that the expense
allowance should recognize the
marketing goals of the program, that is,
to increase the policy base of the
program. Part of that recognition, the
company claimed, should include
geographic distribution and retention of
policyholders. In general, the marketing
guidelines, which we have and will
continue to develop in close
coordination with the companies,
address the overall issue of rewarding a
company’s growth. We have not
included incentives designed to reward
companies for selling and retaining
policies in specific areas of the country
because we do not have the data or
indicators needed to target areas of the
country for flood insurance marketing.
When we have this capability, we will
discuss whether and how to include
geographic based marketing incentives

in the compensation scheme with the
WYO companies.

Use of Data Published by A. M. Best

Three companies commented that
since 1994 we have not based the
expense allowance solely on data
published in A. M. Best’s Aggregates
and Averages. As an incentive for
companies to increase the number of
flood insurance policies, we set the
expense allowance below the amount
indicated by Best’s data, and companies
had the chance to earn additional
expense allowance. The companies
noted that they believed this was not a
true bonus but a penalty if a company
did not meet the marketing goal.

Granted, since 1994, we have not
based the expense allowance strictly on
Best’s data. We did this because Best’s
was simply too high as a basis for
company compensation. Beginning in
arrangement year 1994-1995, we
determined that the exact amount that a
company may retain would be the
extent to which the company met its
marketing goal for the arrangement year
and this amount could exceed the
calculated amount. For arrangement
year 1996-1997, a company could
withhold 32.6 percent of written
premium. If a company failed to meet its
marketing goal, the percent of retained
expense allowance decreased in
proportion to the unmet goal but would
not fall below 30.6 percent. If a
company met its marketing goal, it
would retain the entire 32.6 percent. If
a company exceeded the goal, the exact
amount of compensation depended on
the extent to which the company
exceeded its marketing goal, and the
size of the company’s flood business in
relation to the total number of WYO
policies. We are discussing alternative
marketing incentives with the
companies and plan to address this and
other concerns in the next arrangement
year.

Company Investments in Flood
Business

Four companies commented that they
had made investments to simplify
writing flood insurance, which they
believed they could recover based on
the current expense allowance. The
companies claimed that a reduced
expense allowance would jeopardize
this recovery. We have always
encouraged company investments in
their flood insurance business, and we
believe that the expense allowance,
which this rule implements, is adequate
to cover start-up costs and other
operational improvements. Such
investments, when made wisely, result
in improvements in productivity that
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reduce the cost of doing business for a
company and ultimately increase its
profits.

Summary

We believe that basing the amount of
compensation for companies
participating in the WYO program on a
formula using direct rather net premium
simply takes advantage of statistical
data unavailable fifteen years ago when
we first established the compensation
formula. This also better reflects the
nature of the liability for companies
because companies do not have to pay
for reinsurance for their flood business
since the Federal Government assumes
the liability for flood losses. We believe
however in the light of both the written
comments and the comments we heard
at the February 9, 1999 public hearing
that a one-year transition will serve the
interests of the program better. This
transition will give the NFIP’s industry
partners time to adjust to the change in
how we calculate the level of
compensation for participating in the
WYO program. This rule reflects that
decision and adjusts the effective date of
the arrangement to coincide with the
start of Arrangement Year 1999-2000.

National Environmental Policy Act

This rule is categorically excluded
from the requirements of 44 CFR Part
10, Environmental Consideration. We
have not prepared an environmental
assessment.

Executive Order 12866, Regulatory
Planning and Review

This rule is not a significant
regulatory action within the meaning of
sec. 2(f) of E.O. 12866 of September 30,
1993, 58 FR 51735, and the Office of
Management and Budget has not
reviewed it. Nevertheless, this rule
adheres to the regulatory principles set
forth in E.O. 12866.

Paperwork Reduction Act

This rule does not contain a collection
of information and is therefore not
subject to the provisions of the
Paperwork Reduction Act.

Executive Order 12612, Federalism

This rule involves no policies that
have federalism implications under
Executive Order 12612, Federalism,
dated October 26, 1987.

Executive Order 12778, Civil Justice
Reform

This rule meets the applicable
standards of section 2(b)(2) of Executive
Order 12778.

Congressional Review of Agency
Rulemaking

We have sent this final rule to the
Congress and to the General Accounting
Office under the Congressional Review
of Agency Rulemaking Act, Pub. L. 104—
121. The rule is not a ““‘major rule”
within the meaning of that Act. It is an
administrative action in support of
normal day-to-day activities. It does not
result in nor is it likely to result in an
annual effect on the economy of
$100,000,000 or more; it will not result
in a major increase in costs or prices for
consumers, individual industries,
Federal, State, or local government
agencies, or geographic regions; and it
will not have “significant adverse
effects’”” on competition, employment,
investment, productivity, innovation, or
on the ability of United States-based
enterprises to compete with foreign-
based enterprises. This final rule is
exempt (1) from the requirements of the
Regulatory Flexibility Act, and (2) from
the Paperwork Reduction Act. The rule
is not an unfunded Federal mandate
within the meaning of the Unfunded
Mandates Reform Act of 1995, Pub. L.
104-4. 1t does not meet the
$100,000,000 threshold of that Act, and
any enforceable duties are imposed as a
condition of Federal assistance or a duty
arising from participation in a voluntary
Federal program.

List of Subjects in 44 CFR Part 62

Claims, Flood insurance.

Accordingly, we amend 44 CFR part
62, Appendix A, as follows:

PART 62—SALE OF INSURANCE AND
ADJUSTMENT OF CLAIMS

1. The authority citation for part 62
continues to read as follows:

Authority: 42 U.S.C. 4001 et seq;
Reorganization Plan No. 3 of 1978; 43 FR
41943, 3 CFR, 1978 Comp., p. 329; E.O.
12127 of Mar. 31, 1979, 44 FR 19367, 3 CFR,
1979 Comp., p. 376.

2. We revise the Effective Date of
Appendix A to part 62 to read as
follows:

Appendix A to Part 62—Federal
Emergency Management Agency,
Federal Insurance Administration,
Financial Assistance/Subsidy

Arrangement

* * * * *
Effective Date: October 1, 1999.

* * * * *

3. We revise the Article 111.B of
Appendix A to part 62, to read as
follows:

* * * * *

Atrticle lll—Loss Costs, Expenses, Expense
Reimbursement, and Premium Refunds
* * * * *

B. The Company may withhold as
operating and administrative expenses, other
than agents’ or brokers’ commissions, an
amount from the Company’s written
premium on the policies covered by this
Arrangement in reimbursement of all of the
Company’s marketing, operating and
administrative expenses, except for allocated
and unallocated loss adjustment expenses
described in C. of this article. This amount
will equal the sum of the average of industry
expense ratios for ““Other Acq.”, “Gen. Exp.”
and ““Taxes” calculated by aggregating
premiums and expense amounts for each of
five property coverages using direct, as
opposed to net, premium and expense
information to derive weighted average
expense ratios. For this purpose, we (the
Federal Insurance Administration) will use
data for the property/casualty industry
published, as of March 15 of the prior
Arrangement year, in Part 11l of the Insurance
Expense Exhibit in A.M. Best Company’s
Aggregates and Averages for the following
five property coverages: Fire, Allied Lines,
Farmowners Multiple Peril, Homeowners
Multiple Peril, and Commercial Multiple
Peril (non-liability portion). During the first
year of this change—arrangement year 1999—
2000—which begins October 1, 1999, the
expense allowance is set at the mid-point
between the expense allowance calculated
using direct premium and the expense
allowance calculated using net premium.

The Company may retain 15 percent of the
Company’s written premium on the policies
covered by this Arrangement as the
commission allowance to meet commissions
or salaries of their insurance agents, brokers,
or other entities producing qualified flood
insurance applications and other related
expenses.

The amount of expense allowance retained
by the company may increase a maximum of
2 percent, depending on the extent to which
the company meets the marketing goals for
the Arrangement year contained in marketing
guidelines established pursuant to Article
11.G. We will pay the company the amount
of any increase after the end of the
Arrangement year.

The Company, with the consent of the
Administrator as to terms and costs, may use
the services of a national rating organization,
licensed under state law, to help us
undertake and carry out such studies and
investigations on a community or individual
risk basis, and to determine equitable and
accurate estimates of flood insurance risk
premium rates as authorized under the
National Flood Insurance Act of 1968, as
amended. We will reimburse the Company
for the charges or fees for such services under
the provisions of the WYO Accounting
Procedures Manual.

* * * * *

Dated: May 20, 1999.
Jo Ann Howard,
Federal Insurance Administrator.
[FR Doc. 99-12930 Filed 5-20-99; 8:45 am]
BILLING CODE 6718-03-P
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FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Part 73
[MM Docket No. 95-135; RM—-8681]

Radio Broadcasting Services; Bear
Lake and Honor, Ml

AGENCY: Federal Communications
Commission.

ACTION: Final rule; application for
review.

SUMMARY: This document denies an
Application for Review of the
Memorandum Opinion and Order, 62
FR 24055 (May 2, 1997), in this
proceeding that allotted Channel 264A

to Honor, Michigan, as that
community’s first local FM service. The
proposal to add the channel to Honor
was preferred over a proposal to
upgrade the operation of Station
WZTU(FM) by substituting Channel
264C2 for Channel 261A at Bear Lake,
Michigan.

DATES: Effective May 21, 1999.

FOR FURTHER INFORMATION CONTACT: R.
Barthen Gorman, Mass Media Bureau,
(202) 418-2180.

SUPPLEMENTARY INFORMATION: This is a
synopsis of the Commission’s
Memorandum Opinion and Order, MM
Docket No. 95-135, adopted April 26,
1999, and released May 6, 1999. The full
text of this Commission decision is

available for inspection and copying
during normal business hours in the
FCC’s Reference Information Center at
Portals 1l, CY—A257, 445 12th Street,
SW, Washington, DC. The complete text
of this decision may also be purchased
from the Commission’s copy
contractors, International Transcription
Service, Inc., (202) 857-3800, 1231 20th
Street, NW, Washington, DC 20036.

List of Subjects in 47 CFR Part 73

Radio broadcasting

Federal Communications Commission.
Magalie Roman Salas,

Secretary.

[FR Doc. 99-12799 Filed 5-20-99; 8:45 am]
BILLING CODE 6712-01-P
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This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

DEPARTMENT OF AGRICULTURE

Animal and Plant Health Inspection
Service

9 CFR Part 94

[Docket No. 98-034-1]

RIN 0579-AA96

Importation of Poultry Meat and Other

Poultry Products From Sinaloa and
Sonora, Mexico

AGENCY: Animal and Plant Health
Inspection Service, USDA.
ACTION: Proposed rule.

SUMMARY: We are proposing to amend
the regulations concerning the
importation of animal products to
relieve certain restrictions on the
importation of poultry meat and other
poultry products from the Mexican
States of Sinaloa and Sonora. Currently,
because of the existence of exotic
Newcastle disease in Mexico, poultry
meat and other poultry products from
Sinaloa and Sonora must be cooked,
sealed, and packaged, to certain
specifications, to be eligible for
importation into the United States. This
proposal would establish new, less
restrictive conditions for the
importation of poultry meat and other
poultry products from Sinaloa and
Sonora into the United States. This
action is based on a risk assessment
indicating that such importations would
present a negligible risk of introducing
exotic Newcastle disease into the United
States.

DATES: Consideration will be given only
to comments received on or before July
20, 1999.

ADDRESSES: Please send an original and
three copies of your comments to
Docket No. 98-034-1, Regulatory
Analysis and Development, PPD,
APHIS, suite 3CO3, 4700 River Road,
Unit 118, Riverdale, MD 20737-1238.
Please state that your comments refer to
Docket No. 98-034-1. Comments
received may be inspected at USDA,
room 1141, South Building, 14th Street

and Independence Avenue SW.,
Washington, DC, between 8 a.m. and
4:30 p.m., Monday through Friday,
except holidays. Persons wishing to
inspect comments are requested to call
ahead on (202) 690-2817 to facilitate
entry into the comment reading room.
FOR FURTHER INFORMATION CONTACT: Dr.
Michael David, Senior Staff
Veterinarian, National Center for Import
and Export, VS, APHIS, 4700 River
Road, Unit 39, Riverdale, MD 20737,
(301) 734-5034.

SUPPLEMENTARY INFORMATION:

Background

The Animal and Plant Health
Inspection Service (APHIS) of the U.S.
Department of Agriculture (USDA)
regulates the importation of animals and
animal products into the United States
to guard against the introduction of
animal diseases not currently present or
prevalent in this country. The
regulations pertaining to the
importation of animals and animal
products are set forth in the Code of
Federal Regulations (CFR), title 9,
chapter I, subchapter D (9 CFR parts 91
through 99).

Until recently, the regulations in parts
91 through 99 governed the importation
of animals and animal products
according to the recognized animal
disease status of the exporting country.
In general, if a disease occurred
anywhere within a country’s borders,
the entire country was considered to be
affected with the disease, and
importations of animals or animal
products from anywhere in the country
were regulated accordingly. However,
international trade agreements entered
into by the United States—specifically,
the North American Free Trade
Agreement and the General Agreement
on Tariffs and Trade—require APHIS to
recognize regions, rather than only
countries, as well as levels of risk, for
the purpose of regulating the
importation of animals and animal
products into the United States.
Consequently, on October 28, 1997, we
published in the Federal Register a final
rule (62 FR 56000-56026, Docket No.
94-106-9, effective November 28, 1997)
that established procedures for
recognizing regions and levels of risk for
the purpose of regulating the
importation of animals and animal
products. In that rule, we also
established procedures by which a

region may request permission to export
animals and animal products to the
United States under specified
conditions, based on the region’s
disease status.

On the same date, we also published
a policy statement (62 FR 56027-56033,
Docket No. 94-106-8) that explained
that we will evaluate such requests on
a case-by-case basis by analyzing the
level of disease risk involved. Levels of
risk exist upon a continuum. However,
we established five benchmark
categories—negligible, slight, low,
moderate, and high—to give foreign
regions a general idea of where they fit
upon the risk continuum. According to
our policy, once we have established the
level of disease risk associated with the
unrestricted importation of a particular
type of animal or animal product, we
will determine the import conditions
needed to reduce that risk to a negligible
level. Because of the number of
potential variables and the vast number
of possible combinations of those
variables in assessing the risk of the
unrestricted importation of animals and
animal products from a region, the
precise combination of measures
necessary to reduce the risk of disease
introduction to a negligible level will
likely vary from region to region
depending on the commodities to be
imported and the diseases of concern.

The factors that we will consider in
determining the level of risk associated
with unrestricted importation of a
particular type of animal or animal
product from a region are:

1. The authority, organization, and
infrastructure of the veterinary services
organization in the region.

2. The type and extent of disease
surveillance in the region—e.g., is it
passive and/or active; what is the
guantity and quality of sampling and
testing?

3. Diagnostic laboratory capabilities.

4. Disease status—is the disease agent
known to exist in the region? If *‘yes,”
at what prevalence? If ““no,” when was
the most recent diagnosis?

5. The extent of an active disease
control program, if any, if the agent is
known to exist in the region.

6. The vaccination status of the
region. When was the last vaccination?
What is the extent of vaccination if it is
currently used, and what vaccine is
being used?

7. Disease status of adjacent regions.
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8. The degree to which the region is
separated from regions of higher risk
through physical or other barriers.

9. The extent to which movement of
animals and animal products is
controlled from regions of higher risk,
and the level of biosecurity regarding
such movements.

10. Livestock demographics and
marketing practices in the region.

11. Policies and infrastructure for
animal disease control in the region—
i.e., emergency response capacity.

The regulations in part 94 pertain to,
among other things, the importation of
meat and other animal products into the
United States. Currently, § 94.6 governs
the importation of carcasses, or parts or
products of carcasses, of poultry, game
birds, or other birds, from regions where
exotic Newcastle disease (END) is
considered to exist. Specifically, the
regulations allow carcasses, or parts or
products of carcasses of poultry, to be
imported from regions where END is
considered to exist for consumption if:
(1) The poultry is packed in
hermetically sealed containers and
cooked by a commercial method after
such packing to produce articles that are
shelf stable without refrigeration, (2) the
poultry is thoroughly cooked and
appears to have a thoroughly cooked
appearance throughout upon APHIS
inspection at the port of arrival, or, (3)
the poultry is imported under permit
after APHIS determines the importation
as such will not constitute a risk of
introducing or disseminating END into
the United States.

We are proposing to establish a new
§94.22, as discussed later in this
document, to allow the importation of
poultry meat and other poultry products
from the States of Sinaloa and Sonora,
Mexico, under conditions less
restrictive than provided in §94.6.

Our Proposal

In June 1994, the Government of
Mexico officially requested that the
United States recognize the Mexican
States of Sinaloa and Sonora as free of
END. In February 1997, a team of APHIS
veterinarians conducted a site visit to
verify that Sinaloa and Sonora were free
of END and had the veterinary
infrastructure, disease control programs,
diagnostic capabilities, and surveillance
programs necessary to prevent a
recurrence of the disease. The site visit
confirmed the information presented in
the request by the Mexican Government.
Copies of the APHIS site visit report
may be obtained by contacting the
person listed under FOR FURTHER
INFORMATION CONTACT. The APHIS team
also determined that the poultry
industries of Sinaloa and Sonora and

Mexican agricultural officials were
exclusively interested in the exportation
of poultry meat and other poultry
products and not live poultry to the
United States.

Based on the information presented to
APHIS by the Government of Mexico
and our site visit to Sinaloa and Sonora,
we have established the following facts,
which correspond with the factors listed
previously for determining the risk
associated with unrestricted importation
of a particular commodity from a region:

1. In Mexico, animal health functions
are carried out by officials at the Federal
level, who set policy, and by officials at
the State level, who carry out program
operations. The success of all disease
eradication or control programs in
Mexico largely depends on the
relationship between these two levels of
government and between governmental
officials and the livestock industry. In
Sinaloa and Sonora, a collaborative
relationship exists between the poultry
producer associations and State and
Federal animal health officials. The
success of the END eradication program
in Sinaloa and Sonora has been largely
due to the dedication and commitment
of the industry and its willingness to
work with animal health officials. In
addition, State and Federal laws,
regulations, policies, and infrastructure
in Sinaloa, Sonora, and Mexico appear
to be adequate to restrict movements of
poultry and poultry products into
Sinaloa and Sonora from any regions of
Mexico where END may exist.

2. Prior to Mexico’s declaration of
Sinaloa and Sonora as free of END in
May 1993, Sinaloa and Sonora State
officials conducted serological surveys
of all their commercial and backyard
poultry flocks to verify the State’s END-
free status. These surveys were repeated
again in 1997 and 1998. Sinaloa and
Sonora have maintained active
surveillance on commercial poultry
populations since 1993, with 100
percent of commercial populations
under active surveillance in 1997. All
samples taken from commercial poultry
populations since 1993 have tested
negative for END. Small, private
“backyard” poultry populations have
been systematically sampled for END
since 1997. All “backyard” flock
samples taken since that time have also
tested negative for END.

3. Samples from commercial farms in
Sinaloa and Sonora and backyard flocks
in Sinaloa are monitored for diseases at
a Federally approved laboratory in
Ciudad Obregon, Sonora. Samples from
backyard flocks in Sinaloa are
monitored at the central diagnostic
laboratory outside Mexico City. Both
laboratories have the capability to detect

Newcastle disease either seriologically
or by virus isolation.

4. The last case of END in Sinaloa or
Sonora was reported in 1989, and
Mexico declared both States free of the
disease in 1993. The States of
Chihuahua, Durango, and Baja
California, which border Sinaloa and
Sonora, have been recognized by
Mexico as free of END. The State of
Nayarit, which borders Sinaloa to the
south, is the only State that borders
Sinaloa that has not been recognized by
Mexico as free of END. However, the
last outbreak of END in Nayarit was
reported in 1989.

5. Before 1992, Mexico’s END
eradication program was primarily
focused on movement control.
Surveillance and testing were passive,
with samples submitted from reported
suspect cases. The program was
strengthened in 1992, when poultry
producers enrolled their flocks in a
national END certification program.
During the last 3 years, the eradication
program has been further strengthened
by the participation of additional States,
and by the initiation of active
surveillance in the declared free States.
States that move into the “eradication”
phase of the campaign (no cases of END
for at least 12 months) must establish an
emergency response team.

6. Sinaloa and Sonora use the same
vaccination method practiced in the
United States: only lentogenic (low
path) strains of Newcastle disease are
used.

7. Sonora is bounded on the west by
the Gulf of California, on the east by the
Sierra Madre mountain ranges and the
State of Chihuahua, on the north by the
United States and the Mexican State of
Baja California, and on the south by the
State of Sinaloa. Baja California,
Chihuahua, and Sinaloa have each been
declared free of END by the Government
of Mexico and have active disease
surveillance and animal control
programs as described above.

Sinaloa is bounded on the west by the
Gulf of California, on the east by the
States of Chihuahua and Durango and
the Sierra Madre mountain ranges, on
the north by the State of Sonora, and on
the south by the State of Nayarit. Both
Durango and Chihuahua have been
recognized by the Government of
Mexico as free of END. Nayarit has not
been officially recognized as free from
END, but has not had an outbreak of
END since 1989.

8. The only adjacent area of higher
risk for Sinaloa is the State of Nayarit.
Man-made controls are in place along
the Sinaloa-Nayarit border, and were
judged to be adequate by the site-visit
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team to prevent the reintroduction of
END into Sinaloa or Sonora.

9. Sinaloa and Sonora strictly control
the inter- and intrastate movement of
livestock, poultry, and livestock and
poultry products into and through each
State. Trade and travel through the
maritime ports and international
airports are strictly monitored, as is
vehicular movement within each State.
Commercial vehicles with agricultural
cargo must present proper sanitary
documentation for the cargo or entry is
denied. In addition, all vehicles entering
Sinaloa and Sonora from Nayarit are
inspected. Poultry products produced in
States of lower health status than that of
Sinaloa and Sonora may be imported
only if the products meet time and
temperature processing requirements
and originate from a slaughter plant
approved and inspected by a full-time
salaried veterinarian of the Government
of Mexico.

10. Commercial poultry production in
Sinaloa is concentrated among a
handful of producers on about 65
premises, who collectively own about 3
million laying hens and 28 million
broiler chickens. One company alone
owns 90 percent of the State’s broiler
chickens, and this company, along with
two others, owns 50 percent of Sinaloa’s
laying hens. Broiler chickens in Sinaloa
are vaccinated against Newcastle
disease when they are 12 days old and
are housed in highly integrated
operations similar to those found in the
United States. Such fully integrated
operations in Sinaloa implement
excellent biosecurity measures at all
levels of production.

Commercially produced broilers in
Sinaloa are processed in the only
Federally approved inspection plant in
the State, which processes an average of
120,000 birds per day. The integrated
company that owns and operates the
plant does not process birds from any
other source.

Sinaloa produces sufficient broilers
and table eggs to meet its consumption
demands. Surplus meat and eggs (about
70 percent of egg production and 30
percent of meat production) are
exported to other Mexican States.

Commercial poultry production in
Sonora consists of one company, which
maintains only six production farms.
Broiler chickens are processed at an
integrated company-owned plant, which
processes 10,000 birds per day, and the
meat is sold locally or is shipped to
cities in northern Baja California.

Sonora also produces about 15
percent of the national production of
table eggs.

The number of backyard flocks in
Sinaloa and Sonora constitutes a small

population, and biosecurity measures at
these operations are virtually
nonexistent. However, no auctions for
trading backyard poultry exist in
Sinaloa or Sonora, as backyard poultry
is maintained for personal consumption.
(Therefore, as described later in this
document, we are proposing to allow
the importation of poultry meat and
other poultry products that are derived
only from poultry that were raised in
Sinaloa or Sonora and slaughtered in
Sinaloa or Sonora at a federally
inspected slaughter plant. The slaughter
plant would have to be operated under
the direct supervision of a full-time
salaried veterinarian of the Government
of Mexico and approved by USDA’s
Food Safety and Inspection Service
(FsSIS).)

11. State and Federal laws,
regulations, policies, and infrastructure
in Sinaloa and Sonora and the rest of
Mexico appear to be adequate to
maintain surveillance and control of
END and to eradicate END rapidly in the
event of an outbreak in the States of
Sinaloa or Sonora.

These findings are described in
further detail in a qualitative risk
assessment that we prepared in
accordance with the regionalization
final rule and policy statement
discussed previously. Our qualitative
risk assessment concerning the
importation of poultry meat and other
poultry products from Federally
inspected slaughtering establishments
in Sinaloa and Sonora may be obtained
by contacting the person listed under
FOR FURTHER INFORMATION CONTACT. The
risk assessment indicated that the
importation of poultry meat and other
poultry products from federally
inspected slaughtering establishments
in Sinaloa and Sonora, Mexico, would
present a negligible risk of introducing
END into the United States.

Based on the finding of negligible
risk, we are proposing to relieve
restrictions on the importation of
poultry meat and other poultry products
from Sinaloa and Sonora, Mexico.
However, we are proposing to allow the
poultry meat and other poultry products
to be imported only under certain
conditions, to help prevent the
possibility that poultry meat and other
poultry products from poultry raised in
regions of Mexico other than Sinaloa or
Sonora could be exported to the United
States via Sinaloa or Sonora. We want
to prevent the following possibilities:
That poultry from regions of Mexico
other than Sinaloa or Sonora could be
moved to Sinaloa or Sonora for
slaughter, processing, and export to the
United States; that poultry meat or other
poultry products from other regions

could be moved to Sinaloa or Sonora for
export to the United States; or that, once
leaving Sinaloa or Sonora, poultry meat
or other poultry products from Sinaloa
or Sonora could be commingled with
poultry meat or other poultry products
from other regions of Mexico in transit
to the United States. We believe that the
proposed import conditions would
provide protection against the
occurrence of any of these scenarios.
Following the list of import conditions
is our basis for them.

Proposed Conditions

1. The poultry meat or other poultry
products must be derived from poultry
that were born and raised in Sinaloa or
Sonora and slaughtered in Sinaloa or
Sonora at a federally inspected slaughter
plant under the direct supervision of a
full-time salaried veterinarian of the
Government of Mexico, and the
slaughter plant must be approved to
export poultry meat and other poultry
products to the United States in
accordance with 9 CFR 381.196.

2. If processed in any manner, the
poultry meat or other poultry products
must be processed at a Federally
inspected processing plant in Sinaloa or
Sonora under the direct supervision of
a full-time salaried veterinarian of the
Government of Mexico.

3. The poultry meat or other poultry
products may not have been in contact
with poultry from any State in Mexico
other than Sinaloa and Sonora or from
any other region not listed in § 94.6 as
a region where END is not known to
exist.

4. The foreign meat inspection
certificate for the poultry meat or other
poultry products (required by FSIS
under 9 CFR 381.197) must be signed by
a full-time salaried veterinarian of the
Government of Mexico. The certificate
must include statements that certify the
above conditions have been met. The
certificate must also show the seal
number on the shipping container if a
seal is required (see below).

5. In addition, if the poultry meat or
other poultry products are going to
transit any State in Mexico other than
Sinaloa or Sonora or any other region
not listed in § 94.6 as a region where
END is not known to exist en route to
the United States, a full-time salaried
veterinarian of the Government of
Mexico must apply serially numbered
seals to the containers carrying the
poultry meat or other poultry products
at the Federally inspected slaughter or
processing plant in Sinaloa or Sonora,
and the seal numbers must be recorded
on the foreign meat inspection
certificate.
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6. Prior to its arrival in the United
States, the shipment of poultry meat or
other poultry products may not have
been in any State in Mexico other than
Sinaloa or Sonora or in any other region
not listed in §94.6 unless the poultry
meat or poultry products have remained
under seal until arrival at the U.S. port
and either (1) the numbers on the seals
match the numbers on the foreign meat
inspection certificate or (2) if the
numbers on the seals do not match the
numbers on the foreign meat inspection
certificate, an APHIS representative at
the port of arrival is satisfied that the
poultry meat or poultry products were
not contaminated during movement to
the United States.

Basis for Proposed Conditions

We are proposing to require that the
poultry meat and other poultry products
come only from poultry slaughtered at
Federally inspected slaughter plants in
Sinaloa and Sonora that are approved to
export poultry meat and other poultry
products to the United States in
accordance with 9 CFR 381.196. Such
plants only accept poultry for slaughter
if it is raised under adequate biosecurity
for commercial sale. This proposed
requirement would serve as an
additional safeguard against the
possibility that poultry meat or other
poultry products from poultry raised in
backyard farms could be exported to the
United States.

We are proposing that processed
poultry meat or other poultry products
from Sinaloa and Sonora come only
from Federally inspected processing
plants in Sinaloa and Sonora because
those plants must meet FSIS
requirements in order to be approved to
export poultry meat or other poultry
products to the United States in
accordance with 9 CFR 381.195 through
381.209. Further, those plants are under
the direct supervision of full-time
salaried veterinarians of the
Government of Mexico.

The proposed requirement that the
poultry meat and other poultry products
may not have been in contact with
poultry from any State in Mexico other
than Sinaloa or Sonora, or from regions
other than those listed in 94.6, is
intended to ensure that the poultry meat
and other poultry products were not
exposed to END.

We are proposing to allow the poultry
meat and other poultry products to
transit other regions not listed in §94.6
en route to the United States if the
poultry meat and other poultry products
are shipped in containers sealed with
serially numbered seals at the Federally
inspected slaughtering plant or
processing plant in Sinaloa or Sonora

and the containers arrive in the United
States with the seals intact. The seal
numbers would have to be listed on the
foreign meat inspection certificate that
accompanies the shipment. This
precaution would ensure that the
poultry meat and other poultry products
have remained in closed containers
during transit to the United States and
have not become contaminated.

This proposed rule would also allow
the importation of the poultry meat and
other poultry products in containers
bearing seals with different numbers
than those listed on the foreign meat
inspection certificate if our port
inspectors can determine that an official
of the Government of Mexico opened
the original seals and then applied new
seals. We realize the need to allow some
flexibility in shipping and recognize
that valid reasons may exist for the
opening of containers and for the
changing of numbers in transit. For
example, many flights from Sinaloa and
Sonora to the United States stop in
Mexico City, and the containers may
have to be opened for inspection by
Mexican customs officials.

Executive Order 12866 and Regulatory
Flexibility Act

This proposed rule has been reviewed
under Executive Order 12866. The rule
has been determined to be significant
for the purposes of Executive Order
12866 and, therefore, has been reviewed
by the Office of Management and
Budget.

In accordance with 5 U.S.C. 603, we
have performed an Initial Regulatory
Flexibility Analysis, which is
summarized below, regarding the
impact of this proposed rule on small
entities. This analysis also serves as our
cost-benefit analysis under Executive
Order 12866. Based on the information
we have, there is no basis to conclude
that this rule will result in any
significant economic impact on a
substantial number of small entities.
However, we do not currently have all
of the data necessary for a
comprehensive analysis of the effects of
this proposed rule on small entities.
Therefore, we are inviting comments on
potential effects. In particular, we are
interested in determining the number
and kind of small entities, especially in
the southwestern border states, that may
incur benefits or costs from the
implementation of this proposed rule.

In accordance with 21 U.S.C. 111, the
Secretary of Agriculture is authorized to
promulgate regulations to prevent the
introduction or dissemination of the
contagion of any contagious, infectious,
or communicable disease of animals

from a foreign country into the United
States.

This proposed rule would amend the
regulations to relieve certain restrictions
on the importation of poultry meat and
other poultry products from the States
of Sinaloa and Sonora, Mexico, by
establishing new conditions for the
importation of poultry meat and other
poultry products from Sinaloa and
Sonora into the United States.

Currently, no poultry slaughter
facilities in the States of Sinaloa or
Sonora are approved to export poultry
meat or other poultry products to the
United States by the Food Safety and
Inspection Service (FSIS) of the U.S.
Department of Agriculture. Poultry
processing facilities in Sinaloa and
Sonora will need FSIS approval prior to
exporting poultry to the United States.
Further, based on the following
analysis, we anticipate that if and when
Mexican facilities receive FSIS approval
to export poultry meat or other poultry
products to the United States, the
economic effect of those imports on U.S.
producers and processors will be
minimal.

As part of our analysis, we compared
the expected benefits of poultry imports
from Sinaloa and Sonora to the expected
costs resulting from a possible disease
outbreak. A qualitative risk assessment
prepared by APHIS indicates that the
expected costs of disease introduction
are likely to be zero, as the proposed
imports pose a low probability of
causing an outbreak of END in the
United States. The hazard of concern
regarding these potential imports is
exotic Newcastle disease (END).

The benefits of allowing poultry
imports from Sinaloa and Sonora under
less restrictive conditions are calculated
as the net change in consumer and
producer surplus that results from the
estimated volume of trade. Assuming
that, among other things, poultry meat
and other poultry products from Sinaloa
and Sonora would be a perfect
substitute for domestic poultry meat and
other poultry products, it is estimated
that the net benefits of the proposed
imports would be positive. Allowing
importations of poultry meat and other
poultry products from Sinaloa and
Sonora would cause U.S. farm gate
prices to decrease marginally, benefiting
U.S. consumers.

Our economic analysis examines the
potential economic effects of such
imports under low- (100 metric tons per
year), medium- (1,000 metric tons per
year), and high- (5,000 metric tons per
year) volume scenarios. We chose these
levels because 5,000 metric tons is the
highest volume of poultry meat Mexico
has ever exported to the world. Further,
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recently, there have been years when
Mexico has exported no poultry meat.
Therefore, we used the above import
level scenarios based on Mexico’s
poultry export history,

For the low-volume scenario,
consumer surplus is estimated to
increase by $67,172 (1996 dollars) and
producer surplus would decrease by
$67,166, resulting in a net annual
benefit of $6. The price of poultry
would fall by $0.006 per metric ton. The
medium-volume scenario shows an
increase in consumer surplus of
$671,734, a decrease in producer
surplus of $671,645, and a net benefit of
$89. The price of poultry would
decrease by $0.063 per metric ton.
Under the high-volume scenario,
consumer surplus would rise by
$3,358,942, and producer surplus would
fall by $3,357,902, for a net benefit of
$1,040. Poultry prices would decrease
by $0.30 per metric ton. It is apparent
that expected impacts are very small for
each of the scenarios.

The United States’ Poultry Market

Since the mid-1960s, there have been
dramatic changes in the market
structure, production technology and
retail marketing of broiler products.
Production efficiency has been
increased by continuing improvements
in genetics, nutrition, housing,
equipment, disease control, and
management. Improved production
efficiency is demonstrated in the
reduction of feed and time required for
producing a broiler chicken. Growing a
4.5 Ib. broiler in 1940 required 14 weeks
and 4 Ib. of feed per pound of live bird.
Today, the same size bird can be
produced in 6.5 weeks with less than 2
Ib. of feed per pound of bird.

Managerial decisionmaking has
shifted from single proprietorship
farming operations to vertically
integrated poultry producing-
processing-marketing firms, in which
production and marketing decisions are
centralized in a single entity that is
either owned directly or controlled
through contracts.

Improvement in poultry house
technology enables producers to raise
chickens in large confinement units
throughout the year, resulting in
increased production efficiency and
consequent reductions in production
cost. By 1995, almost all (99 percent)
broilers were produced by vertically
integrated companies. In 1978, in the
United States, the four largest broiler
companies controlled 21.4 percent of
national production, and the eight
largest broiler companies controlled
36.1 percent. By 1992 the four largest
companies produced approximately 41

percent of national production, while
the eight largest companies produced
about 56 percent.

The potential economic effects of the
proposed importation of poultry meat
and other poultry products from the
Mexican States of Sinaloa and Sonora
on national, regional, and local poultry
producers are dependent on a number of
factors, such as where the products
would be consumed in the United
States. While it is currently unknown
exactly how poultry meat and other
poultry products from Sinaloa and
Sonora would enter U.S. marketing and
distribution channels and where they
would ultimately be consumed, it is
likely that they would be shipped by
truck through Nogales, AZ. Other U.S.
States in the region that could receive
poultry from Sinaloa and Sonora are
California, New Mexico, and Texas. It is
unclear whether poultry from Sinaloa
and Sonora would be consumed only in
these four States. If poultry from Sinaloa
and Sonora were purchased by a local
retail chain or wholesaler, it would
likely be consumed regionally. If it were
purchased by a national wholesaler, it
could be consumed anywhere in the
United States. The effect on small
producers would be more pronounced if
Sinaloa and Sonora imports affected
only California, Arizona, New Mexico,
and Texas producers. For the purpose of
this analysis, we examined both the
possibility that poultry meat and other
poultry products from Sinaloa and
Sonora would be consumed locally in
these four southwestern States, and also
the possibility that they would enter
national distribution channels.

The Small Business Administration
(SBA) defines small poultry farms
(Standard Industrial Code 0251) as those
earning less than $500,000 in annual
sales, except for sales of chicken eggs.
Industry experts suggest that only those
poultry operations producing in excess
of 270,000 broiler chickens would earn
$500,000 or more in sales annually.

According to the SBA definition, at
least 99 percent of poultry farms in
Arizona, New Mexico, and Texas and 97
percent of poultry farms in California
are small entities. There were 1,425
small poultry farms in the four states in
1992, and only 7 farms with estimated
annual revenues greater than $500,000.
For the United States as a whole, in
1992, there were an estimated 11,626
small poultry farms, and 14 large
poultry farms. Although some structural
changes may have occurred among
broiler producers since the 